SYSTEM AUDIT REPORT NUMBER 03/35812/SP-02/S11

THIS REPORT RELATES TO A/AN SURVEILLANCE/UPGRADE VISIT ON JUNE 17-18, 03

Company: Marshall Spce Flight Center ' ?HI‘\;/:&SMS Visited:

Address: M SFC Alabama 35812
) 2. N/A

Scope:
IS0 9001:2000: All Products and Services Provided by the Marshall Space Flight Center, MSFC Supports the NASA
Agency Infrastructure and is a Major Contributor to All Its Scientific and Technical Enterprises.
AS9100: Design, Development, Production, Installation and Servicing of Flight Hardware, Flight Software, and
associated Ground Support Equipment Interfacing with Flight Hardware and Fight Software.

Standard(s): AS 9100 A | Support Documentation(s): AS9101A | Non-English Languages Used: N/A

Comments/Concerns of the Assessment Team:
No Noncompliances noted. Recommend registration to AS 9100 at this time.
Observation noted should be responded to within 20 working days. Certificate processing can begin immediately.
Previously identified noncompliances have been satisfactorily addressed.

The visit is deemed to be: Corrective Action Plan (CAP) Instructions:
Satisfactory I Return CAP in 20 working days (all NCs, Obs & Ols). Certificate
[J Unsatisfactory processing initiates after receipt/acceptance of CAPs.
Unsatisfactory visits may resuit in a change to the next 1 AS & QS-9000 NCs must be closed prior to certificate issuance.
audit activity. [ ] Return CAP in ten days for Major NCs issued during surveillance.
NQA ASSESSMENT TEAM COMPANY INFORMATION
LEAD AUDITOR: Richard Giguere , MGT. REP.. Axel Roth
TEAM: Bill Hartman TEAM: QUALITY MANUAL (REV & ISSUE DATE):
TEAM: TEAM: RevK May 9, 2003

The contents of this repott is confidential and must not be disclosed to a third party without the prior agreement of NQA, USA and the company named
above. Non-compliances/non-conformances raised or observations noted within this report are the result of limited sampling and therefore non-
compliances/non-conformances may exist which have not been identified. The Internal Audit system is deemed effective unless noted within the body of this
report. The company representative's signature indicates their agreement and understanding of any nen-compliances/non-conformances and observations
contained in this repori. Prior to the assessment, the company must have completed a complete system internal audit and subsequent management review
documented. The quality system shall be understood throughout the organization.
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SYSTEM AUDIT REPORT NUMBER: 03/35812/SP02/S11

Netioral Cualty Assurance-LBA
AUDIT MATRIX
SPECIFIC ISO 9001:2000 REQUIREMENTS FUNCTIONS/PROCESSES NEXT
Xor+ indicates reference point for assessment. X or 4 through AUDITED DURING THIS VISIT VISIT
entire box as applicable to indicate actual function/process PLAN
audited against the ISO 9001:2000 requirement. X or +/ innext
visit block indicates planmed section for next activity. Estimated
duration is 45 minutes.
2]
e : . Sl g 2 z
Note: Asterisk (*) indicates requirement to be reviewed at each o, = g1 B = o)
activity. & g = 8 ’359 < g
" B =
1SO Clause Title gl _|R]S % 2 o Bl o
9001:2000 gﬁa%@o§§“‘édgé8
& SIEIR|EB|A|R| 8|S =
Reference Al = @
42.1 &4.2.2* | Quality Manual * X X
423 Document Control X X X
424 Quality Records XXX XXiX|IXjXiX X
415135233 | Management Activities X
54.1% Quality Objectives*® X X X
56* Management Review * X X X
6.1&6.2 Resources & Competence X
63&6.4 Infrastructure & Work Environment X
71 Product Realization Planning X
7.2 Customer Related Process & Comm. X X
13 DesiQn & Development X
74 Puirchasing X
751&7353 Process Provision and ID&T Activities X
7.5.2 Process Validation X
754 ' Customer Property X X
755 Preservation (Handling, Storage & Deliv.) X X
76 Calibration X
81 Measurement & Monitoring Planning
8.2.1* Customer Satisfaction* X X X
822* | Internal Audits* X X
823 Measurement &Monitoring of Process X
82.4 Measurement & Monitoring of Product X
8.3 Non-Conforming Processes/Products X
8.4 Analysis of Data X
8.5.1+ Continuous Improvement* X X
8.5.2&853*% | Comective/Preventive Action* X X X X
Use of NQA Logo X X

Note: Please fill in the table including areas/sites/departments/functions visited during the visit.

Page 02 of L'L
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SYSTEM AUDIT REPORT NUMBER 03/35812/SP02/S11

SYSTEM AUDIT RECORD

Auditor(s): Rick Giguere Bill Hartman

Date: June 17-18, 2003

Clause Record of Details of Audit (names, referenced documents, depts.., etc.) NC | Obs
Ne. or
OIs
ALY, | See AS 9101 A checklist 1
INTERVIEWED:
DOCUMENTS REVIEWED:

OBJECTIVE EVIDENCE SAMPLED:

INTERVIEWED:
DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:

INTERVIEWED:
DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:

INTERVIEWED:
DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:

TOTAL |

PAGE 3 OF Y
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SYSTEM AUDIT REPORT NUMBER 03/35812/8P02/S-11

Neliornl Cumity Assurance-UBA,

performance against objectives.

Ref | Clause NON-CONFORMANCES & OBSERVATIONS/OPPORTUNITIES FOR IMPROVEMENT RAISED NC/OBS/
No. No. 01
1 {56 A review of management review meeting minutes reveals a weakness in the level of discussion on OBS

NW Reprw%ﬁture and Date:
| 2ol ifaz

Page L/ of (.{
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SAE AS9101 REV.

The Engineering Society
QA EF or Advancing Mobility A E ROS P AC E Technically equivalent to A

Land Sea Air and Space, AECMA prEN 9101
INTERNATIONAL STANDARD — 2000.05
400 Commonwealth Drive, Warrendale, PA 15096-0001 Revised 2002-04

Superseding AS9101

Quality System Assessment

LICENSE AGREEMENT

The purchase price of this document includes a license to duplicate the forms included within only for
- the internal use of the organization which purchased the document. Further duplication or licensing is

prohibited.

© 2002 Society of Automotiye Engineers, In¢.

SAE Technical Standards Board Rules provide that: “This report is published by SAE to advance the state of technical and engineéring sciences. The use of this report is entirely
voluntary, and its applicability and suitability for any particular use, including any patent infringement arising therefrom, is the sole responsibility of the user.”

SAE reviews each technical report at feast every five years at which time it may be reaffirmed, revised, or cancelled. SAE invites your written comments and suggestions.
Copyright 2002 Society of Automotive Engineers, Inc.
Printed in U.S.A.

All nghts reserved. . )
TO PLACE A DOCUMENT ORDER: (724) 776-4870 FAX: (724)776-0790 SAE WEB ADDRESS: http/iwww.sae.org



SAE AS9101 Revision A

SECTION 1
Associated to the AS9100/ENS100/JISQO9100
Section 1 based on [SO 9001-2000

. SCOPE:

The purpose of this document is to define the content and the presentation of the Assessment Report

“of the section 1 of the AS/EN/JISQ 9100, based on ISO 9001-2000.
. QUALITY SYSTEM ASSESSMENT VREPORT CONTENT:
The Assessment Report is made up of:

» Page 3 (required)
General Assessment Information

« Page 4 (required)
Assessment Conclusions

» Page 5 (optional)
General Organizational Information

» Page 6 (optional if Quality' Scoring Appendix 2 is used)
Assessment Result Summary

*» Page?7
Corrective Action Request (when required)

* Page 8 A ,
List of Recommendations/Observations/Comments

Appendix 1 .

* Appendix 2
Quality System Scoring (Optional)

Appendix 3
Documents regarding the company:

- Organization charts
- Copies of agreements and certifications

Quality System Questionnaire relative to the section 1 of the AS/EN/JISQ 9100




SAE AS9101 Revision A

ASSESSMENT REPORT : Assessi7g company
' 0go

GENERAL ASSESSMENT INFORMATION

Company Name: '

Subsidiary of :

Product Types or Cod

2. 1SO Registration :

ngsonegrslered - Registrar Name : "N A W SAY ~ -~ - 7 4
.+ 1SO Standard / Revision Expiration Date (If applicable) :1 Masy. 277, 2004 _

[ Aerospace Standard / Revision
3. Assessment Team

Lead Assessor Name: = = - oo ------- i | Other Assessor Team Members :
X{ Certified Auditor — Type & No. 1,
[ "1 Qualified Auditor I LY oV TN NA srcioo-

2
i

&
o)
T
».
3
3

5
b

——————

5. Assessment Scope

{7 Total facility assessed [L 7 Initial assessment DAl 9100 elements assessed

{4 Partial faciiity assessed I Re-assessment 1 ‘Partial 9100 elements assessed

JogOther : AS9100 Up ﬂf‘hd € Elements not assessed :

Activity assessed : )

16. Assessment Disposition ‘ 7. Scoring

MConforming Scoringresuit:

{3 Conforming with minor (mi) corrective action E N / . S
|| "1 Non conforming with Major (MA) corrective action L A X

8. Assessment Approval

4, Assessment Dates :' 23 \A Al V72-18, 2003 Bl

Distribution Agreement
This Assessment Report is the property of the assessed Organization and the assessing Company. Distribution to other
companies or individuals is authorized only afier witten agreement of the assessed Organization and of the assessing

Company.

To that end, a signature below by an Authorized Representative of the assessing company indicates that this report may be
copied by the organization for other customers.
if copied, the report must be disclosed in full including findings and any correctivi

Authorized Representative R‘ k C‘Z
[

b
- 1
Assessing Company Name LOICK A uggf:& _______ : Signature 49 el Date :_ g’_/ J.gj ..D_-S, 2




SAE AS9101 Revision A

Assessing company

ASSESSMENT REPORT
, - ‘ - logo

ASSESSMENT CONCLUSIONS
(To be completed in English)

General comments about the organization and the quality system of the assessed organization:

____________________________________________________
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SAE AS9101

Revision A

ASSESSMENT REPORT

Assessing company

logo

GENERAL ORGANIZATION INFORMATION

1. Legal and Financial Aspects

©. Date of Formation : !

1
L

{1 Legal Status : |

, OtherData:!

e o e e s e e m e e m e m e m e Cl mmme et e m e, e e = e

Sales

Earnings

Earnings used for Re-

Investment

Workforc;e

2. Turnover breakdown and main Customers

Activities

~ Main Customers

Alreraft, Space and Defense

]
1
Industry X
|
]
¥
T ey Al e o e o o e e v e = e v - i = = - A
B [Nl il = - [l i S i
. i 1
Other Activity ' '
(be specific) i 1
. i
¢ . )
1] ]
L L ] 1L U g U 4
3. Clearances or Approvals granted by Authorities
Name of the Authority Types and References End 0(; \tlalidity
: 1 a S 2 SR
! N H e i
: N : : !

______________




SAE AS9101 Revision A

ASSESSMENT REPORT

Assessing company
logo

ASSESSMENT RESULT SUMMARY

Organization:
Elements* Result Observation / Corrective Action Request Number
(AS/EN/J1SQ0100 Stancard) |75 T | mi | N/A (MAJmi)

4- Quality Management System

L
1
1l
1
L

4.1 General requirements

e

4.2 Documentation requirements

)
. 1
=
' 1
! ]
¥
1
I}
-
1
'
s

4.3 Configurafion Management

5 - Managernent responsibility

5.1 Management commitment

5.2 Customer focus

Ny

5.3 Quality policy

5.4 Planning

‘e
1)

5.5 Responsibility, authority and ‘communication

AL

5.6 Management review

=
i
"

6 - Resource management

6.1 Provision of resources

t/?l

6.2 Human resources

8

6.3 infrastructure

6.4 Work environment

7 - Product realization

7.1 Planning of product realization

7.2 Customer-related processes

1
|
N

1
1]

7.3 Design and development

YR

7.4 Purchasing

7.5 Production and service provision

E;t\_:
N

7.6 Control of monitoring and measuring
devices

¥
MY
[}

]

t

L

L

1

8 - Measurement, analysis and improvement

8.1 General

w,

8.2 Monitoring and measurement

\._‘-_

TinlE¥ Dadiial Nt
[

ML

8.3 Control of nanconforming product

- B.4 Analysis of data

85 lmprovement

g
4
{
. -

- | Sighature ;

*For each eleme
applicable




SAE AS9101

Revision A

CORRECTIVE ACTION REQUEST
{C.AR)

Assessing company
logo

MA / mi

<

Assessor Name ;

:| Assessor Signaiure ! '

Assessed Organization to complete the Corrective Action Request with root cause analysis, corrective | Due date :
action and planned completion date of corrective achon, and return to the assessing Company by due '
date,

‘Action | Root Cause :

s T b TTTTTTTTTETTTETETTEETR
S !
' Ul - 1
v i) . 1

1 1

Z
s]

Planned completion date of
Cormrective Actioh :

Verification of the implementa

tion of the completed Corrective Action by the Assessed Organization

Organization Representative Name :

Signature :

Current date :

Verification of the implementation of the compieted Corrective Action to be filled out by the Assessing Company

Verification date :

Accepted

Assessor Name : -
Yes: _. Nor , p=====--

‘Assessor Signature :




SAE AS9101 Revision A

List of Recommendations/Observations/Comments Assessing
‘ ) company logo

Organization : ! "::-_h:;::-_:--_:::-:- _ !| Audit report pumber : , e -_::
Sie:' T 'l Issued date : :'_ T
Item Number | Section Description
: | R :
1 ! ) '
] 12 3 4 ¢
X | i !
? iy i
! tHh %y . [
i i 1 9 '
1 i i L i
] ", N
. ! 1 '
: i 1 ]
1 1] ) | 1
1 iy 4,
) : 1 [t 1 3
i iy {: )
- Hy 1 ' . -
: ]! b '_
! fHy ] !
' ]! | !
1 sy 1,
X g 1 j
X N |
1) i : : K
X i b ‘
) i, !
; N | . >
1 ! f L 1
s i i 1 1
3 s 0y |
] + 1 i 3 i
. | 1 !
1 ] \ N i
1 1 1 H 1 1
] 1 1 [/ ' P
) ¥ l i 1 P
| Ll B e e o m e e m o = o m = v e i = e e e e o = = e
Lead AssessorName: _ __ ____ ________._ Q. Signature s e

U .

$ : Satisfactory - CAR : Corrective action required — MA : Major corrective action ~ ml : Minar cormrective action
N /A : Not applicable - N/E: Not evaluated - P : Product - M : Menagement




. SAE AS9101 Revision A

APPENDIX 1
9101
QUALITY SYSTEM QUESTIONNAIRE

Associated to the International Quality System Standard
AS8100/JISQY9100/ENS100 Section 1, based on ISO 9001-2000

LICENSE AGREEMENT
The purchase price of this. document includes a license to duplicate the forms included within only for the
internal use of the organization which purchased the document. Further duplication or licensing is
prohibited. ' ‘ - : '

© 2002 Society of Automotive Engineers, Inc.




SAE AS9101 Revision A

SCOPE:

The purpose of this document is to present the questionnaire to be used during the "on site" quality
system assessment of Organizations in order to ensure common practices for these assessments.
This questionnaire is relative to the section 1 of the AS/EN/JISQ 9100 based on ISO 9001-2000.

USE OF THE QUESTIONNAIRE:
The use of this questionnaire is mandatory and will be a part of the Assessment Report.
The questionnaire is based on the AS/EN/JISQ 9100 standard, section 1, which is relative to:

- 180 9001:2006 requirements
- Additional Aerospace specific requirements are shown in bold and italics

When a reference (e g 4.1) is added to a question, it is linked to the appropnate chapter (e g. 4. 1) of
AS/EN/ISQ 9100, .

Important questionnaire elements are defined below:

» Key requirements
The questions which are marked by:
- "P" have a direct link with the products
-"M" have a direct link with the management

+ Mark the appropriate box for each requirement with:
- Satisfactory (S)
- Not applicable (N/A)
- Not evaluated (N/E)

+ Corrective Action Request (CAR) are categorized Major (MA} or Minor (mi.):

Major:  The absence of, or total breakdown of a management element specified in the 9100
standard or any non-conformities where the effect is judged to be detrimental to the
integrity of the product or service which are identified as Key Requirements in significant
sections of AS/EN/JISQ 8100 ("P" or "M") in the questvonnatre

Minor:  Other deviation.

" Note: A number of minor non-conformities against one requirement can represent a total breakdown
of the system and this can be considered as a major non-conformity.

The CAR number shall be referenced in the column "CAR number”.
The category MA for Major CAR or mi for Minor CAR shall be included in this column.’

+ Objective evidence assessed/Observations/Comments
Record the objective evidence reviewed during the assessment. Guidance is provided for certain
questions, as indicated in the Key Requirements column by a small number (for example: 1).

-10 -




SAE AS9101 Revision A

QUALITY SYSTEM QUESTIONNAIRE
ASSESSMENT QUESTIONS ot | S| smper | R |NE

Ma or mi

4 Quality management system
44. General requirements

Has the organization eslablished, documented, implemented and maintained a quality mansgement
system and continually improve its effectiveness in accordance with the requirements ofthis 3 % &% &% A
International Standard? -
Does the organization :
i identify the processes needed for the quality management system and their application | 1) ko o4 oo - = R = s
throughout the organization ? I S R L
delermine the sequence and interaction of these processes? {1/ ¢ & A
determine crileria and methods needed to ensure that both the aperation and control of N
these processes are effeclive? ’ R R i ISR,
ensure thé availability of resources and information necessary io support the operation
and moniloring of these processes? ‘ 1T 17" " o
menitor, measure and analyze these pracesses? and '
implement actions necessary 1o achieve planned resulls and continual improvement of
theseprocesses? e el ek 1 S
Avre these processes managed by the orgamzahon in accordance with the requirernents of this
international Standard? . . L) SO

PURNURNIG L S

-

i
1
1
-

t
LI
4

2

4

ISR
i

Where an organization chooses {o outsource any process that afiects produrt conlformity with . : - -
requirements. does the organization ensure control over such processes?

ts the control of such outsource processes identified within the quality management system?

[ Note: Processes needed lar the quality management system referred to above should include processes for management, provision, produﬂ
reslization and measurement.
4.2. Doci ion requir

4.2.1 General

06 Does the guality management system documentation include :
a) documenled stalements of a guality policy and gualily objectives?
b) a quality manual?
¢) documenied procedures required by this Intemational Standard?
d) documents needed by the organizafion 16 ensure the effective planning, operation and control
of its processes? )
e) records required by this Inlemational Standard {see 4.2.4)? and

T e T A T e

f} quality sy requir posed by the applicable Regulatory Authorities?
. . P
07 Does the organization ensure that pers [ have 's5 10 quality g t system ' i
documentation and are aware of refevant procedures? :_ : ! : :_ :
08 Do Customer and/or regulatory authority representatives have access to quality v T -‘,: ETE
gement system b tion? ~ IR
[ Wiain process formally ideniiied (iot. ow disgram, o] ' ‘ ' : 7

Objective ewdence assessed / Observatlons / Comments..

40&'*' Via dﬁ ML (Maakedl Mbg‘jﬂj Doecwmund Lkr&ﬂh

f\

e = ST

S: Salisfactory - CAR : Correclive action required — MA : Major comrective action— mi : Minor comrective sction
N/A: Not applicable - N/E: Nol evaluated - P : Product - M : Management

..... I I IR I

<11 -




SAE AS9101 Revision A

hPD

}D‘%ﬂ L]

..8)  approve documents for adequacy prior 1o issue?
b) review and updale as necessary and re-approve documents?
¢) eénsure that changes and the current revision status of documents are identified?
d} ensure that relevant versions of applicable documents are available at points of use?
e} ensure that documents remain legible and readily identifiable?
f)  ensure that documents of external origin are identified and their distribution controlled?

INA.

QUALITY SYSTEM QUESTIONNAIRE
. CAR
ASSESSMENT QUESTIONS WbEY 1S AR (NANE
Ma or mi
. ‘
4.2.2 Quality manual .
02 Has the organization established and maintained a quality manual thal includes © 1). T '—‘ e - -2 [ R
g ) . ]
d) the scope of the quality management sysiem, including details of, and justification for, any : :V ] : N 3
“éxclusions ? RS | AR N R
b) the documented procedures estabhshed for the quality management system, orreference 1o 2): :l' el D l’ R P
them, and ' [ 5/:: 2 :_ :
. - - - ] --
when referencing the documented procedures, Is the relationship between the 3 | 2Lt Tl " T T
requir of this International Standard and the documented procedures clearly ) WAl — )
. NS NP S | NDRRNIpHY (O (TR
, shown? s |' A
¢) & description of the interaction beh the p of the quality management sy ? ; J I_: ) d :J
______ o TSy S
Note 1: Where lhe lenn 'documenled proce\:lure appears within this International Standard, 1his means that the procedure is established,
" do d and mair
Note 2: The extem of the quality managemem system documentation can differ from one organizatlon to anoiher due to
a) the size of organization and type of activities, .
b) the tomplexity of processes and their interactions, and
c) _ the compeience of personnel
4.2.3 Control of ducuments
> Qi Lt d
10 Ne the documents required by the guality management system controlied? T _‘u‘ "} R (R
11_Are records controlied sccording to the requirements given in-4.2.47 o ’_ £ 0 L L
12 Hasad i procedure been blished to define the controls needed lo:

[N R e S v ol Y

el R

and
g) prevent the uninlended use of obsolete documents, and to apply suitable identification
to them i they are retained for any purpose? . e - L b o}
13 Does the organization coordinate d c ges with s and/or regulatory : [ 5: : v : 7
autharities in accordance with contract or regulatory requirements? ' ,l ! :‘ |

Al -—-—-‘---‘-‘Tgf
[

1)  Quality manual reference and issue
2) Check the procedure list
3) _International standard used as referential

ijective’evidence assessed / Observations / Comments

()m/.“//nw “D(Ju Mm - MWL 71203 VMo

2 GULY - CoGRA-PLA-0s3  T/30/12 dypr.s

S: Safisfactory - CAR : Comeclive action required ~ MA : Major comrective action = mi : Minor corrective acfion
N /A : Naot applicable - N/E: Not evaluated - P : Product - M : Management

-12-
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QUALITY SYSTEM QUESTIONNAIRE

CAl
ASSESSMENT QUESTIONS o | 51 nomoar | M| ME
Ma ot mt
4.2. Do jon requir ts ( d}
4.2.4 Control of records ~
. T il
14 Are records established and maintained to provide evid of conformity o req ts and of : V1 5" : : : : :
the effective operation of the quality management system? oot L J" o 2] )
FEEEET T e ' T
15 Do records remain legible, readily identifiable and relrievable? ! _,,:_L ﬂ'.._________"_ (AR | '
16 Has a documented procedure been established to define the controls needed for the identification, ' :l ) : : : :
slorage, protection, retrieval, retention time and disposition of recotds?. 1'__\_“_.__:’4',, J_;_d__,_d__,_:_ - -:_;~_ ]
17 Does the documented procedure deF ine the merho r comrollmy reco?s thaSaro created 1 5 ' : b :
}
by and/or retained by svppliers? '-_-..—_-_-:... _;" - _-::_ EEM R
18 Are records available for review by customars and re aulamry authorrtlas in accorda ce : t ! hy 1 : : : :
with contract or regulatory requirements? M 12 80 .\ {K\ ! ! '..5-_. )".. = L 1L | R
73 Conhgurat N :
.. CNEN N U T s ===
19 Has the organization | blished, ot ted and tained a ation management Py N y ; ' : :
kY . X ]
process appropriate to the product ? :_ : :. e My Lo o
[ 1] Records examples ]

'Objective evidence assessed / Observations / Comments

‘ [ 0fG 1002 -
o MM,,(/MMM Suqh NES - seste

S : Salisfactory - CAR : Correclive aclion required — MA : Major corrective action — mi : Minor comrective action
N /A : Not epplicable - N/E: Not evaluated - P : Product - M : Management

- 13-
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS

5 Management responsibility
5.1. Management commitment

-
=,

o1 Hqs_}Top management provided evidence of its commitment Lo the development and i \ :
implernentation of the quality t system and continually improving its eflectiveness by : ' ) '
~a) communicating lo the organization the importance of meeting customer as well as : : :

. stalutory and regulatory requirements? ' : : /
bB)  establishing the quality policy? : : :
¢} ensuring that quality objedives are establisbsd? 4 FE v M: : :
d} conducting manag W reviews? and ) : T \

&) ensuring the availability of resources? "~ . ! DR M
. 52. Customer focus R

02 Has Top management ensured that customer. requirements are determined and are met with the
aim of ing customer satisfaction (see 7.2.1 and 8.2.1)?

= - =

5.3. Quality policy

03 Has Top management ensbied thit the guality policy :

a) s appropriale to the purpose of the organization?

b) includes a commitment to comply with relfuirements and confinually improve the
effectiveness of the quality management system?

c) providesa framework for establishing and reviewing quality objeclives?

d) s communicated and undersiood within the organl_zalionf{ a!nd

i Lophonoem oy

e) s reviewed for continuing suitability?

N
~

e R

- .-

T rrrayi

5.4, | Planning B .
5.4.1.% Quality-objectives ' -

04 Has Top management ensured that quality objectives, including those needed to meet
requirements for product [see 7.1 a)}, are established at relevant functions and levels within the

organization.

w
-~

1]

]
¥

05 Are the quality objectives measurable and consistent with the guality policy.

£
..*._..__
Iy gy

R

T

5.4.2. Quality management system planning

06 Has Top management ensured that :
3) the planning of the quality management system is carried out in order to meet the
requirements (see 4.1), as well as the quality objectives? and
b) the integrity of the qualit)‘l management system is maintained when bhanges to the quality
management system are planned and implemented?

EREREREE

== -

1)  Evidence of managernen! commitment
2) Identify and records method of communication
{3) _Yearly objeclives (cument and previous year) and stalus of their implementation

Objective evidence assessed / Observations / Comments

S : Salistactory - CAR : Correclive sction required — MA : Major corrective action — mf : Minor corrective ection
N /A : Not applicable - N/E: Not evaluated - P : Product - M : Management
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS v mﬁm' S NS::; ; NIA § NIE
Ma or mi
4.2. D requiri ts (continued)
4.2, 4 Control of records

14 Are records established and maintained to pmvvde evidence of conformity to requirements ang of

o o o

1
1
the effective operation of the quality managemenl system? i' LN,
[t
]

15 _ Do records remain legible, readily identifiable and relrievable? 1 )_L et ] S
16 Has a documenled procedure been established o define the controls needed for the identification, [ W ,' ; :
storage, prolection, retrieval, retention time and disposition of records’inpg WIO;I "’/ 'n”ﬂ 2/ \"-";—:’ - 4.;-.;—..—.-_-—’ L ]

17 Does the documented procedure define the method for controlling records that are created : 1! 5 h r: : : :
by andfor retained by suppliers? :__._____._;_l_. et _:..____ _.__:_ (L] D

18 Are records available for review by customers and mgulatory authorities jn accordance ) ! S :\ 1 : : : "
= u:r‘th c-ontract or regulatory requ:remenrs? ! ! L 2! g SR | Ry
19 Has the org blished, doc d and maintained a confi i M t PF"',;B.‘:-"";;--;:“’

process sppropriate to the prodoct ? :_ L"_ ot SR :. L S
[ 1) Records examples 1

'@‘f"

Objectwe evidence assessed | Observations / Comments

7@/425”0-00{

E0Yss0r — Qull +oaly AH&

EDYBos - ﬁvamw/ﬂwdod} Doe *bq‘(" WW

Madoior CcBD - A 1t

CODAS: g, Pty Tty ?

TEr15—arloe _ L/
iz T IV TE =

Dra v L A bos — éff/”““éw - /;Jf Jocwwﬁ

M?LL ﬂ?c):?o fn S
AL c)wck) &5

A:aa.é Goh

asvcﬁéw//a,//;/éswm’
et 1o
b DPRs # 7950 F

S : Satisfactory - CAR : Corrective action required ~ MA : Major corrective action — mi : Minor corrective action

N /A : Not epplicable - N/E: Not evalusted - P Product - M : Management
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QUALITY SYSTEM QUESTIONNAIRE
ASSESSMENT QUESTIONS WKEY S| JSAR(NAINE

Ma or mi

5 Management responsibility
5.1. Management commitment

i
I
It

=
=
)
[}

01 Has Top management provided evidence of its commiiment fo the development and
implementation of the quality management system and continually improving its effectiveness by :
a) communicating to the organization the importance of meeting cusiorner as well as
statutory and reguiatory requirements?
b) establishing the quality policy?

=4

€} ensuring that quality objectives are established?

d) conduciing management reviews? and

L SRS |
P m o - .= —— =~

e} ensuring the availability of resources?

5.2. Customer focus

02 Has Top management ensured that custorner requi WS are ined and are met with the
aim of enhancing customer satisfaction (see 7.2.1 and 8.2.1)?

—
d
h
U
e
h
P
t
e
h
'._
== =
h
v
|
]

5.3. Quality policy

03" Has Top management ensured-ihal the quality policy :
a) isappropriate to the purpese of the organization?
b) includes a committnent to comply with 1équirements and confinually improve the
= effectiveness of the quality management system?
¢} provides a framework for establishing and reviewing quality objeclives?
d) is communicated ang understood within the organtzation? and

N
-~

I
e -y
- m e

T T Yy

e) is reviewed for continuing suitability?

]

54. Ptanning
54.1. Quality objectives

w
~

04 Has Top management ensured that quality objectives, including those needed to meet
requirements for product [see 7.1 a)], are established af relevant functions and levels within the
organization. . . e .'[.s. -

[l Sppos
L]
L]
]

S D,

3

BETEE
L}

05  Are the quality objectives measurable and consistent with the quality poiicy.

5.4.2. Quality management system planning

06 Has Top management ensured that :
a) the planning of the quality managemeant system is carried out in order to meet the
requirements (see 4.1), as well as the quality objectives? and

b) theintegrity of the quality management system is maintained when changes to the quality
management sysiem are planned and implemented? v

o~ - -
R

1) Evidence of management cornmitment
2) - Identify and records method of communication

3) _Yearly objeclives {curren! and previous year) and slalus of their implementalion

Objective evidence assessed / Observations / Comments

§: Satisfactory - CAR : Corrective aclion requited — MA : Major corrective aclion — mi : Minor coirective ection
N /A : Not applicable - N/E: Not eveluated - P Product - M : Management

-14 -
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* _QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS worl 1 S| nmber
Ma or mi

5.5. Responsibility, authority and communication
5.5.1. Responsibility and authority

07 Hes Top management ensured thal the responsibilities and authorﬂies are defined and 1): : I: l:
communicaied within the organization? T [ !

5.5.2. Management sepresentative A )C 2/ 4[&1‘(

08 Has Top management appoinied a member of managemen\ who, irrespective of other
responsibilities, has responsibility and authority that inchudes :
a) ing that pr ded for the gualily management system are established,

implemented and maintained?

b) reporing io iop management on the performance of the qi:smy Thanagement system and
any need for improvement?

c} ensuring the promotion of awareness of customer reguirements lhroughoul the
organization? and

d) the organizational freedom to resolve matters pertaining to quality?

. 5.5.3:. _l,g\grqal communjcation

08 Has Top management ensured thal appropriate communication processes are established within
the organization and that commumcatlon takes place regarding the efiectiveness of the quality
management syslem

5.6. Management review
5.6.1. Ganeral

nee
\280.(

v

10 Has Top management reviewed the organization's quality managemen! sysiem, at planned 2): T : '
intervals, 10 ensure its continuing suitability, adequacy and effecliveness? [ : |§ : _____
11 Does this review include assessing opporiunities for impsovement and the need for changes to the . : o -: y -‘: : -----
- quallty management system, including the quality policy and quality objectives?. [PPSO | PSR 1S gy
12 Are records from management reviews maintained (see 4.2.4)? :_ ,' ,”L_

1) tdentify and records method of communication within the orgamzatmn
2) Records management review frequency and atiendess

il e e

Objective evidence assessed ! Observations / Comments

fmf lor. dafed 5/ 24[23 ‘(a/n/d 3
Acten iAems <%J»7M/Q%/£#

e i, Hoke

//w( &r/m-/v
CA/A

S : Satisfactory - CAR : Correclive action required — MA : Major corrective action— mi : Minor corrective action
N /A : Not applicable - N/E: Not evalvated - P : Product - M : Menagement
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QUALITY SYSTEM QUESTIONNAIRE

13 Does the inpul to management review include information on:
a) reslts of audits?
b) cuslomer feedback?
c) process performance and prodhcl conformity?

ESlP . -t

d) status of preventive and corrective actions?
e} {fohow-up aclions from previous managemen! reviews?
7} changes thal could affect the quality management system? and

1
t
'
4
N
1
|l
1
t
1
)
T

Y

g9) recommendations for improvement? [ 2N

ASSESSMENT QUESTIONS B | S| NEER, [N |NE
. . Ma or mi
S Management reéponslbility {Continued)
5.6.2. Review input
1HM

5.5.3. Review output

14 Does the output from the management review include any decisions and actions related to
a)... improvement of the effectiveness of the quality management system and its processes?

bj improvement of product related 1o customer requirements? and

c} resource needs?

1)M- | _ .

1) Verify the availability of inpul / output dala such as : stafistical data; graphics; summary 1ables; reporis; elc. -

Objective evidence assessed / Observations / Comments

S : Satisfactory - CAR : Comactive action required — MA : Major corrective aclion— mi : Minor corrective aclion
N /A : Not applicable - N/E: Not evaluated - P: Product - M : Management
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS WREY | S [ (CAR (NAINE
Ma ormi -

] Resource management
6.1, Provision of resources

01 Has the organization determined and provided the resources needed : : e :' ' ’: - : - ': - ‘:
3) to implemerit and maintain the quality management system and continually improve its : . : s : | ‘/y
effectiveness? and s \ : . : :
b) " to enhance custorner satisfaction by meeting customer requirements? ’ Lewo ;l"- B el TR M
6.2.  Human resouices
6.2.1.General )
02 Are personne! performing work aflecling product quality competent on the basis of appropriate 1): T ,': :,' ,'

¥
. . + s ¢ !
education, training, skills and experience. . L - .f;. ——— - :,'_ - Y -

6.2.2. Competence, awareness and training

k|

03 Does the organization :

1
1
]
'

a) determine the necessary competence for personnel performing work affecting produc(
. quality?
b}  provide training.or take other actions to satisfy these needs?

P

c) evaluaie the efleciiveness of the aclions taken?

d) .ensure thal its personnel are aware of the relevance and imporiance of their activities and
how they contribute lo the achievernent of the quality objectives?

e) maintain appropriate records of education, fraining, skills and experience (see 4.2.4)?

i

t
[
i

|

L

6.3. Infrastructure

04 Does the organization determine, provide and maintsin the infrastructure needed to achieve »
conformily to product requirements.
Infrastructure inciudes, as applicable:
a) buildings, workspace and associaled utitities?
b} process equipment {both hardware and software)? and

LR N
PRmmeexen s

s =s==s===<

©) sﬁppomng services {such as lr;nspon or communicalion)?
6.4, Work environment

05 Does the organization determine and manage the work envuronment needed lo achieve confarmity P :: ! :
. to produc! requirements? R . 2 Y

| Note: Faclars !hm may affect the conformity of the product include temperature, humidity, lighting, cleanliness, protection from electrostatic discharge, etc.

1) Training Rccords and Plan {status of the cunem year and of the previous year}
2) Give exampies of methods used to ce (e.g.: 1 matrix, multiskil...}

3) __Training ceriificates for the cerlified personnel and hmlng records (intemal and external lmm)ng cnursesL

Objective evndence assessed / Observatlons / Comments

S : Salistactory - CAR : Corrective aclion required — MA : Major corrective action— mf : Minor corrective action
N /A : Not applicable - N/E: Not evalusted - P : Product - M : Menagement

L " o i i 0 e = i e i i _pbeee]
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QUALITY SYSTEM QUESTIONNAIRE
ASSESSMENT QUESTIONS KB | S ] SRR N [ NE
. Ma o mi
7 Product realization
7.4, Planning of product realization
01 Does the organization pian and develop the processes needed for prbduc\ realization? (see 4.1) '_ e _:}L j:_ . _::_ . ’E .
02 iIs plan;\ing of product realization consistent with the requiremments of the other processes of the T 1'_8‘ ;'— T ‘I T T o B
quality management system {see 4.1)? b o = l:. s .’:_ oo = :. - ..IL = :
03  In planning product realization, does the organization dgtetmine the following, as appropriate: :- " ‘é: - *;: T : oo : o ':
*a) quality objectives and requirements for the proguct? : ‘: :: : : !
b) theneedto blish pre , doc ts, and provide resources specific to the producl’( : z: . :: : : :
c} required verification, validation, monitoring. inspection and 1est aclivities specific to the ’ ‘5:5 » t ] )
" product and the criteria for product acceplance? : i_: :: [ : : :
d) records needed to provide evidence that the realization processes and resulting product P: :“ no ki ’ t
. meet requirements (see 4.2.4)7 ' € .Inl : ; :
e}  the identification of resources to support operation and mm": of the product? :. - - _}:. - _'f_ - _‘:. - ..i el
! 04 \Is the ouipul of this planning in a form suitable for the organization’s method of operalions? v ‘:‘5::. ) [ L _— :L . :I
7.2, Customer-related processes S ohec oS :
7.2.1. Determination of requirements related to the product
04 Does the organization determine ; :-_— E.: o ‘:
8) requirements specified by the customer, inc'udlng the requirements for delivery and post- 1 y 1
delivery aclivities? : : :
b) requirements not stated by the customer bul necessary for specified or mtended use, where : L] :
known? ) :
c) statl’:lory and regulatory requirements related to the product? and : :: :
Lor

d) any additional requirements determined by the organization ?

Objective evidence assessed / Observations | Coraments :

Low. HSFE Plis <3062 GJ1fo1=" 52 oo 2 |
VHE o-pro/ 523/63 —res Chogead W..//x/m/«é <. 4f WIS
R e AL B b cclocie &, ﬁp,,a/j,ﬁ # oo, S

rejqiness ~TyPe/ — S
- ZQ?MQJ) /%V@Z / r&ré,kyuao«?

-

&
s Byt € Sty Goirt
o, P05 did 5/1-2/03 | el
Cuoc— e (ollobownthie, - 1deth s sisisces rnssocctod
S X pretey W s
; o2 — _ . |
oot it i ] ol |
) Z/ //z / }l/s & /7 ;
’Jé@(ﬁ fr‘f#%‘%é{ /} ”‘7'{""7/@/}4’“\@‘/k 4

S': Safisfactory - CAR : Corractive action required — MA : Major corrective action— mi ; Minor corrective action
N /A : Not spplicable - N/E: Not eveluated - P : Product - M : Management
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QUALITY SYSTEM QUESTIONNAIRE

KEY S CAR WA INE

ASSESSMENT QUESTIONS nvcswanents Number
Ma or mi
7.?_2.‘R=view of }aquirsments related to the product .
IR B o % Shaiaibaliall » i ol
06 Does the organizalion seview the requirements related lo the productl? : . :_,SFIF_ P lL !
7P

o7

is the review conducied prior to the organizafion’s commitment to supply a product o the
customer (e.g. submission of tenders, acceptance of conracts of ordess, acceplance of changes
to contracts or orders) and does it ensure that :

a) produci requirements are defined?

b) contract or prder requirements.differing from those previously expressed are resolved?

c) fhe organization has the ability 1o meet the defined requirements? and

d) risks {e.g., new technology, short delivery time scale} have been evaluated?

1
1
|
1
¥
1
4
¥
t
1
)
J
Y
1
1
1
1

3

o8

Are jecords of the results of the review and actions érising from the review maintained (see
4.2.4)?

e = B e e o s

08

it of requirement, are the cusiomer

Where the cusi provides no docum
requirements corifirmed by the organization before acceptance?

10

Where product requirements are changed, does the organization ensure that relevant documents
are amended and that relevant personnel are made aware of the changed requirements?

LI ST

I

Note: In some situalions, such as internet sales, a formal review is impractical for each order. Instead the review can cover the relevant product
informalion such as catalogues or adverlising malerial.

7.2.3. Customer communication :

11

Does the organization delermine and implement effective arangements for communitating with
custorners in relafion tor

a) product information?
b) enquiries, contracts or arder handling, including amendments? and

c). customer feadback, incluting customer complaints?

|

1) Check that all affected functions are involved in the review

2) Give examples

]
1
'
3
1
'
3
1
1]
1
H
[}
t
1
]
3
3
]
1
i
H
]
L]

Objective evidence assessed / Observations / Comments

"Mbe Ti00. 1, ML Tin0:]  Mbe N0\

mb revieved

iTndevianad  Porped Man —%iﬂ—»-’ﬁeﬁ] i
E‘R&aw mvk,Ju:szzZ:{, o Lo~ s 231 (usg

wetl Gasfome
F,pmoa-oo\lo)

. - < &
e g i, v
Vevhid v\wy'r *&;\&’hé««i /C“ﬁm?&n,r_ 2a 7111 z/u/oL)

e N AL,

as evidenwd Sign KEs C?f%’ ~S0200, 5,%:57&)0) n)uﬁc(
W‘M C‘—\'\M‘bgs Mb?%“‘f@”"""‘("—‘ doceomat W‘MM w
TN

»g,» ‘b"‘(’ \&M««‘\‘W ] |

t.:-jwm(émcwo . ;A'gvvw}\uaw e""w"?‘g’e’ 679.6.

~ Thranod pr%wf’/prvﬁmw

Snace M“'&" ’
e g P

| Coashoner Boedloacs. handled

v are all %As Mﬁ’é‘ "L

§ : Salisfactory - CAR : Corrective aclion required — MA ; Major correclive action — mi : Minor corrsctive action
N /A : Not epplicable « N/E: Not evaluated - P : Product - M : Management
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QUALITY SYSTEM QUESTIONNAIRE
ASSESSMENT QUESTIONS

CAR
Number
Ma or mi

N/A | NFE

KEY 3
Reguirsments

7 Product realization (continued)
7.3.1.1. Design and development
7.3.1. Design and development planning

12 Does Ihe organization pian and control the design and deveiopment of product?

I
D
-1
1
!
¢
H
1
1
1
1
1

3
'
1

13 During the design and development planning, does the organization determine : AP AL |

c{’ p“b\ ”éa HS{ZJZ ,
+ in respect of org Yy steps, stgmi' cant stage: T .
method of configuration control, ﬂ ~ MN’ ﬁ(} ] pvf’ : :S
] L4
'
]
)

. b} thereview, verificalion and validation (ha! are appropriate 1o each design and deve;?z

stage? and '\E‘;ﬁe‘( M&f”t’ow, z‘:IOL ‘/

¢} theresponsibilities and authorities for design and development?

a) the design and development stages?

, task seque

R v S

}.-s.ﬂ.—v.-;.-..q.-s-s-u-‘.—ﬁ

g
{

______ J

Where appropriate, due 1o complexity, does the crganization give considemtlon to the |
following activities : T Fwal , ”"—’%‘J '

l§ Q(") g - structuring the design effort into significant elements? i Atanad] cf" =, ’c“é“‘

\ W - foreach element, analyzina the tasks and the necessary resources for jts design

and development, Does Tbls analys:s consider an identified responslble person,
, and performance conditions. Is the

© - design , input data, p ing cor
input data specific to each element reviewed to ensure consistency with

et

P
H

reguirements?

15 Does the organization manage the interfaces between difierent groups involved in design ag?zﬂ = | : 3 .
development to ensuré effective communication and clear assignment of respons'brmy? l9 j:_ R, 5 "_5 NN S
..... - 5 e

[
?
- oo

16 s planning oulput updated, as appropriate, as the design and development pvogresse;&a‘\%
17 Are the different design and development tasks to be carried out defined acco_rdmy fo r€\j 9
specified safety or functiopal objectives of the pppduct in accordance with customer and/or
" regulatory authority requirements? fv mjg‘,k
7.3.2.Design and development inputs . o
1B Are inputs relaling o product requnrements determined and are records maintained (see 4.2.4)? ;

ot
st P pon
b) applicable statulory and regulatory requirernents? 6’?’;' %5

¢) where applicable, information derived from previous simitar designs? and K' f %’
d) other requirements essential for design and development? 55 : J )

Do lhese inputs include :
a) funclional and performance requirernents?

19 Are these inpuls reviewed for adequacy?

20 Are requirements completed, unambiguous and not in conflict with each other?,
7.3.3.Design and development outputs

21 Are lhe outputs of design and development provided in & form that enables verificalion against the
design and development input and approved prior 1o release?

1) Give atJeast an example of a mﬁple\ed design & development plan, or an exampie of one in progress, that identifies the pianning of tesks and
2) '(‘Bel\{ee;:r::ample

3) List all applicable mpu\ dat_(gvve examples)

Objective evudence assessed / Observatlons | Comments
f /'T;&'m Lo #0723~

 Mioogreo.

C“?u“i plon rrpued HSFC- Do —2902 dt 4f1b3,

‘s: Salisfactory - CAR: Conecti;/e action required — MA : Major corrective acfion — mi : Minor corrective action
N /A : Not applicable - N/E: Not evsluated - P : Product - M : Menagement
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QUALITY SYSTEM QUESTIONNAIRE

planned arrangements (see 7.3.1) to;
a) evaluale the ability of the results of design and development to meet requirements?

b) identify any problems and propose necessary actions? ang

¢} authorize progression to the next stage?

25 Do paﬂiciﬁanls in'such reviews include represémaﬁves of functions concemed with the design and

1
]
. . 1
development stage(s) being reviewed? J‘"""‘"“;’ 7‘___’_____—?_ .
t

ASSESSMENT QUESTIONS e EY US| (AR [NANE
Ma or-mi
7 Product realization (continued)
7.3.3. Design and develop t outputs {continued)
22 Dothe design and development outputs : “_V'_ - ,L - _T _____ - _" - _|
a) meet the inpul requiremenis for design and development? ’ : : S : :: :
b)  provide appropriate informalion for purchasing, production and for setvice provision? : : : g :l :
€) contain or reference product acceptance criteria? ) o : 5 3 : :l’ :
T d) " spetily the characiénisiics of the product thal are essential for its safe and proper use? snd : : :" ,‘ :: '
e} identify key characteristics; when applicable, in accordance with design or contract : :: ‘,: : :: :
requirements? | S RGO (. N
23 s all pertinent data reouired to aliow the producf to be identified, manufactured, inspected, iM- -~ -IE— - -||, ----- y - ", -jl
used and mairitained defined by the organization; for example: 1 Y . : ;: ]
a) - Drawings, part lists, specifications? : :', 5 t :: :
b} - a listing of those drawings, part lists, and specifications necessary to define the . ESS X K
configuration and the design features of the product? . : . '(: .‘_.-.’;: . ) : : :A:.:‘!‘,,g;..-:u o
- information on matenal processes, rypa of manufa:tnnng and assembly of the v oy " ,I' f
product necessary to ensure the conformity of the product? A:___'_—_‘_ K - R [ T T
7.3.4. Design and development review o
24 Al suitable slages, are syslematic reviews of design.and develapment performed in accordance with !j)_M_ - j - ']_ - ‘{' .
Cor

I v
0

26 Are records of the resulls of the reviews and any necessary aclions maintained (see 4.2.4)7 1 a2 3 _'l_ J

7.3.5, Design and development verification . . .
. i T T Il
27  Is verification performed in accordance with planned arrangements (see 7.3.1) to ensure that the ' :: i 3:— 1_: t
desipn and development outputs have met the design and development input requirements? R Tt _" R _!1_ !
1

d (see 4.2.4)? .

28  Ace records of the resulls of the reviews and any r y aclions mai

Note: Design andlor development verification may include activities such as:
- performmy alternative calculations,
- comparing the new design with a similar proven design, |favaxlable
« ' undertaking tests and demonstrations, and
- _reviewing the design stage documents before release.

[1) Give evidence of reviews

Objective evidence assessed / Observations / Comments

L SpIoo < Sp SF Prac.
1Pt Riprts ~SP-5006~"5p %5 /.wb

558 Sd3) ~ H5h Pﬂ{s

880 . 5o ~ Press, a;[m
4, ﬁﬁ’s b 2901, ¢z
ﬂbm‘l bs:sdw m&slcr schedfe, — besae Z @lnqug ‘ﬂwa 204

-

J;,é&mfaf,éqg + o2 R B4
ids bens Z, mefhods 47 pass
C/\ Z;a"y‘”% NC/,:R Ncr"”e‘:]f"’:&(fd’f"’;/gu”?d iﬂAfedMa/,gr ?,r;':ch;/e i;:t:tx; mi: Mm;:r corrective action
)4 eel en ot app ©, ; eygua et lanagemen
&Lfl7 Ig»d¢ Mﬂrwf" T Gsin fp0iecs 4 5/3‘"’/(:'.5

%

Cuaserens
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QUALITY SYSTEM QUESTIONNAIRE
KEY s CAR

ASSESSMENT QUESTIONS ) Recurementt Number

Ma or mi

7 Product realization {continued)
7.3.6. Design and development validation

29 Is design and development validation perlormed in accordance with planned arrangements (see
7.3.1) 10 ensute thal the resulting product is capable of meeting the requitements for the specified
application or intended use, where known?

30 Wherever practicable, is validation completed prior fo the delivery or implementation of the product?

31 * Are records of the Tesuits of vatidation and any necessaty actions mainlained (se¢ 4.2.4)

Note:
- Design and/or development validation follows successful design and/or development verification.

- Validation is normally performed under operating condilions. .
~ Validation is normatly perfarmed on the final product, but may be necessary in the earfier stages pri

« Multiple validations may be performed if there are difierent intended uses. .

iar to product completion

7.3.6.1, Docurnentation of design and/or development verification and vaiidation

calculations, test results, etc., demonstrate that the product definition meets the - © .ﬁj 1
. . : N . s - 78 fe“’ '
specification requirements for all identified operational conditions? F)A .

32 Atthe completion of design and/or development, does the organization ensure that reports, h_ﬂ — _l_ S
B

7.3.6.2. Design and/or development verification and validation testing

33 Where tests are pecessary for verification and validation, are these tests planned, conw
reviewed, a2nd d ted to ensure end prove the following = M w LJ 1) P
‘ |~ = - - -

a) test plans or specifications identify the product being tested and the resources being
used, define test objectives and conditions, parameters to be recorded, and relevant

i
t

acceptance criteria? . : >

b} test procedures destribe the method of operation, the performance of the test, and : . ' 5
the recording of the results? I
¢} the correct configuration standard of the product Is submitted for the test? :
d) the requirements of the test plan and the test procedures are observed? :
v

e) the acceptance criteria are met? e =N

= -

S

[%).__Give an example of a qualfiication reporl

Objective evidence assessed / Observations f Comments
, ‘

HRISK Mémagmd Plan, HSR F-PLANT DY |
oy oot AL o g £ 555700
%@147 Shedes Cesens N/ )

b Pnswl Deuf—/éw Mhs :

iC/‘-)-am( Qs egres CV /g/é"L)

o %ML D, Ve Sonl Tersh M5l Atr-COEL @5/&%

‘- ﬁvu/mxw’l/ 7;J‘L S50 WHQQ#O‘L/&D

»
N
L
»

& Sstisfactoty - CAR : Corrective action required ~ MA : Major corrective action— mi : Minor correciive action
NJ/A : Not spplicable - N/E: No! evaluated - P : Product - M : Management
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the authority to disapprove the use of sources?

QUALITY SYSTEM QUESTIONNAIRE
ASSESSMENT QUESTIONS o BY | S| NGAR . [NA [NE
Ma or mi
7 Product realization (continued)
7.3.7. Control of design and development changes
halitiadt | | M (et [ B
34 Are design and development changes identified and records maintained? d W " .}—. :
35 Are the changes reviewed, verified and validated, as appropriate, and approved before :_ ENEEIR ) A - _'
implementation? X 1) P . .:'_ PRpep . ;‘
36 , Does the review of design and development changes include evaluation of the effect of the changes L L S A _l
“on tonstiuent parts and product already delivered? o ,' o ,'
37 Dogs the organization’s change control process provide for and/or regulatory \uaiiaiia et iolhdialiadin {1 - -:
authority approval of changes, when required by contract or regulatory requirement? . fu = = = = [ LS (- k-
38  Are records of the resulls of the review of changes and any necessary actions maintained (see A "," - ==h- —:
_____ L/ (! I | N
424 N ! 1
7.4 Purchesing
7.4.1. Purchasing process
39 Does the organization ensure thal purchased product conforms to specified purchase requirements? !
49 Is the type and extent of conirol applied to the Suppiier and the purchased producl dependent upon -
the &ffect of the purchased product on subsequent product realization or the fina! product? i
41 Does the organization evalyate and select Suppliers based on their abilny to supply product in el B-7 o il - ‘f
accordance with the organization's requirements? =~ |=e=-e- A B L
. = | [efeiama
42  Are crileria for sejection, gvaluation and re-evaluation established? . A u&rd "F{é o 1_7' | -
_____ [P I (RN b
43 Are racords of the rssul\s of evatuations and any necessary actions stising from the evatuation " :: Wy | It
maintained (see 4247 . emmme -5' ----- -
44 Does the organization : . M" " .{ ': " : |
. [l
a3} maintsin 2 register of approved Suppliers that includes the scope of the approval? / ~ 2): v 5 'g :: ’: i
. W
b) “Periodically review Suppliers performance and vse the records of these reviews asa /" 1 : i ’l : :
* basis for establishing the level of con!rols to be implernented? o : t
c} define the necessary actions to take when dealing with Suppliers that do not meet i ; : : : -
requirements? W | |
. i '
d) ensure where required that both the org and all Suppliers use i 'v |
: approved special process sourves? * ¢ ’ T - ': "
W |
e) ensure that the function havmg responsibility for approvmg Supplier guality systems has . : ) :
B [
RATE t «

1) Give an example
2) Cument list of approved Supprers !
3)__ Suppliers performance / measurement sysiem (e.g.: supplier rating, etc..)

Objective evidence assessed / Observations / Comments

a

S Satisfactory - CAR : Comective action required —~ MA : Major corrective action~ mi : Minor correctivs sction
N /A : Not spplicable - N/E: Not evaluated - P: Product - M : Management

I3

Jrdidsd
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" ped >

-...-n_....-__._--------_

QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS

Product realization (continued)

WL
facilities involved in the order and to sll appllcable records? and FA ﬂ C “ *f?
’ requlremems for the suppller 1o flow down to sub-tier suppliers the applicablé

process definition and, where required, obtain organization appmvaf?

right of access by the crganization, their customer, and regulatory suthorities to all

74.  Purchasing {continued)
'7.4.2. Purchasing information
45  Does purchasing information describe the produc! to be purchased, including where approptiate :
a) requirements for approval of producl, procedures, processes and equipment? # '/\ : :
b) requirements for qualification of personnel? : z ? 1
c) quality management system reqmremenls? . . ! / 5. : : .
d} the name or other positive identifi and applicable issves of specifications, : 1' v 1
drawings, process requirements, inspection instructions and other relevanf technical # y : :
Oata? : “' v 1
e) requis for design, test, ination, inspection and related instructions for ] j'l, : :
P by the Supplier? \f : 2 ] T
f)  requir for test specimans {e.g., production method, number, storage conditions) ’ y : B :
" for design approval, inspection, investig or apditing? f N :S é y t
g) requirements relative to : “w)’ o oy : :
T - suppliernotification.to Supplier of nonconforming product? and . 0“'{-‘,"““ ) : } 4 ' '
© ~arrangernents for Supplier approval of supplier nonconforming material? M 2 v i
h) requirements for the supplier to notify the Supplier of changes in product and/or : 4 : :
# 5 :.’ L
M § ¥ ]
Py # 3
foog L
fe b L
P A
P |
)
L o

require. In the purch, sing o , Including key challacleris)lcs where

) ‘requlred?

46 Does the organization ensure the adequacy of specified purchase requirements prior to their
communication 1o the supplier?

{ 1) Examine purchase orders' that apply to several types of procurement,

Objective evidence assessed / Ohservations / Comments

\

BN

SQw. }

‘

8 : Satisfactory - CAR : Corrective action required — MA : Major corrective action — mi : Minor corrective action
N /A : Not eppliceble « NJE: Not evalusied - P: Product - M : Management

L
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS =l | S| oRR |NIANE
Ma or mi

7 Product realization {continued)

7.3.7. Control of design and development changes .

34 Are design and development changes identified and records maintained? ﬁp ,‘}

35 Are the changes reviewed, verified and validated, as appropriate, and approved before
implementation? Yyl Ciin { . .

36 Does the review of design and development changes include evaluation of the effect of the changes
on cansiituent parts and product aiready delivered? - 4

37 Does the organization’s change controf process provide for cust and/for regulatory
avthority approval of changes, when required by contract or regulatory requirement?

38 Are records of the results of the review of changés and any hecessary aclions maintained (see
s2ap  Op- by Mab/ MEuT :49775»_,7 /DQ\ED 5
74 Purchasing  Bagd O PTAS [Chine tocassiy 1 XS + Aok S};je__
7.4.1. Purchasing process ) (
39 Does the organizalion ensure that purchased product conforms to specified purchase requirements?

4D s the type and extent of conlrel applied to the Supplier and the purchaséd product dependent upon
the effect of the purchased product on subsequent product realization of the final product?

41 Does the organization evaluate and select Suppliers based on théir ability to supply product in
accorgance with the organization's requirements?

42 Are crilenia for selection, evaluation and re-evaluation established?
43 Are records of the results of evaluations and any necessary actions arising from the evaluation
maintained (see 4.2.4)7

1
_'..... -

44 Does the organization ; M: : ": | : : !
a) * maintain a register of spprovefi Suppliers that includes the scope of the approval? 2): : :} :: ] : i

b}  Periodically review Suppliers performance and use the records of these reviews as a i M ] b 4

basis for establishing the level of controls to be implemented? : : :; : ul :

¢} define the necessary attions to take when dealing with Suppliers that do not meet . 3): [ :; : : [ :

- requirements? ! : i b i

d} ensure where required that both the organization and all Suppliers use customer- : : :I : : :
approved special process sources? : » ¥ '; : k

e} ensure that the fi jon having responsibility for approving Supplier quality systems has : ' : :{ : : ! ;

' * . ! 0 At

the authority to disapprove the use of sources?

11} Give an example -
2) Cunentlist of approved Suppliers

3)__Suppliers performance / measurement sysiem (e.g.: supplier rating, etc..}

?Izjeciti_v—e_eyi-d_er_)c_e_a-sses_sed { Observations / Cori\m_ents o i
%ﬂkﬁ/ aﬁm;u b 55057000 Ko & 4 F /‘%‘ij( %3/’7)
fosrand e o MSFC-Puar -W0L [5/4?/02«'-{1/2‘%’5)

I T I ey e et

$: Salisfactory - CAR : Comective action required —- MA : Major corrective action — mi : Minor corractive action
N/A : Not applicable - N/E: Not evalualed - P: Product ~ M : Management
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS N

Product realization {continued)
Purchasing (continued)

7.4.2. Purchasing information

a)
b}
<)

L/

e

g

n

7

45 Does purchasing information describe the product to be purchased, including where appropriate :

requirernents for approval of producl, procedures, processes and equipment?
requirements for qualification of personnel?
qualily g requir ? . .
the name or other positive identification, and applicable issues of specifications,
i jon i fons and other relevant technical

or S, process requir 7 instr
data?
requir ts for design, test, ination, inspection and related instructions for
acceptance by the Supplier?
requir for test speci (e.g., prod: thod, ber, storage conditions}
for design approval, inspection, investigation or ,? .
requirements refative o ‘soj’ @ n
.- supplier notification to_Supplier of nonconforming product? and . o 5""\'
- arrang ts for Supplier approval of supplier nonconforming material?
requir for the supplier to notify the Supplier of changes in product and/or

process definition am;', where required, obtain organization approv'él?
right of access by the organizstion, their customer, and regulatory authorities to all
facilities involved in the order and to all applicable records? and

requi for the supplier to flow down to sub-tier suppliars the applicable
requir In the purch g o its, including key characteristics where
required?

48  Does the organizalion ensure the adequacy of specified purchase requirements prior 1o Their

communication to the supplier?

1) Examine purchase orders that apply to several types of procurernent.

-_—'—--—___-..--——--__‘----'-

Objective evidence assessed / Observations / Comments

S : Satisfactory - CAR : Corrective action required — MA : Major comrective action— mi : Minor corractive action

N /A : Not epplicable - N/E: Not evaluated - P: Product - M : Management

-24-
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS - BT S| R | INE
Ma or mi
7 Product realization {continued)

7.4, Purchasing (continued)
7.4.3. Verification of purchased product

47 Does the orgahization establish and implement the inspection or other activities necessary for
ensuring that purchased product meets specified purchase requirements, they may include P .
obtaining objective evidence of the quality of tha product from suppliers (e.g., accompanying

t i

0
documentation, certificate of conformity, test reports staftistical records, process conrrol f :
e L \ ,
1 ]
. ]
1 ]

+
i

PR [

inspectioh and sudit at sipplier's premises, review of the required documentation,
inspection of products upon receipt, and, delegation of verification to the supplier, or
supplier certification? - >,.( i
48 s purchased product held until it has been verified as conforming 1o specified requ:rements v '_: L
unless it is released under paositive recall procedure? [ j
49 Where the organization utilizes test reports to verify purchased product, is the data in those '1 _) PN T DR [
reports acceptable per applicable specifications? ) 5

i
] e
4
— e B e Lol

74’1 ) 50 Does the organization periodically validate test reports for raw material? /
51 Where the organization delegates verification activities to the supplier, are the require f -
for delegation defined and a register of delegations maintained? C u & g . ) d
. \ 52 Where the organization or is customer intends to perform verification at lheAsupp!ier's premises; P '.' I oW
B i

36' - does the organization state the intended verification arrangements and method of product release in ,' f :7 : + : ,'
qll ) the puschasing information? | I, (7 S (TR | T ' I,
‘\QG 53 Where specified in the contract, is the or the T 's repr tive afforded PERE MO AT N P

. ’\) the right to verify at the supplier's premises and the organization’s premises that : : :5 : : : :
4 subcontracted product conforms ta specified requirements? IR, . AN | N | A N
_____ RN UL IV

54 Itis ensured that verification ‘by the customer is not sed by the organization as evidence of
?0 ,\ effective control of quality by the supplier (it does not absolve the organization of the.
Z re_spansibi!iry to provide acceptable product, nor shall it preclude subseguent rejection by S )

.

K the customer)? .
({yf [1) Give an example * - - ‘ - ]
. Objective evidence assessed / Observatlons / Comments : ]

lds 4765 = Susia Lobs Cmtract ﬂw: s710.%

CeD &aﬁu& : Q‘V"
Cmlact b

Dubsowsi
(./0 1n2i65( -( - WHW C(rc,wfr7

(opuad # 03757 pak sulptled
o EPcC-00n

’ i Fwﬁnm&
TMW‘/ MM%/W/MW/ 1A 3571 T%%

$: Salisfactory- CAR: Corrective action required - MA : Major corractive action — mi : Minor corrective action
N /A : Not epplicable - N/E: Not eveluated - P : Product - M - Menegement
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QUALITY SYSTEM QUESTIONNAIRE ,
KEY | S | CAR [N |NE

ASSESSMENT QUESTIONS Reourarments Number

Ma or mi

7

7.
7.

Product realization (continued)
5. Production and service provision
5.1. Controf of production and service provision

JEom e ey

rea byl

55 Does ph ing consider, as PP :
a} - the establishment of process controls and development of control plans where key
characteristics have been identified
b) +the identification of in-process verification points when adequate verification of
" conformance cannot be performed st a leter stage of realization
c) - the design, manufacture, and use of tooling so that variable measurements can be
taken, particularly for key characteristics, and

R
g

i
d
d
i

d} - - special processes (see 7.5.2),

=y
-
'

v
i

"56 Does the ofganization plan and carry out production and service provision under controlied

}
i
t
1
1
A

conditions.
Do these controlled conditions include, as applicable :
a) the availability of information that describes the characteristics of '_ghe product?

-

b) lhe availability of work mstrucllons as necessary?
c) Ihe usé of suitable’ equipmenl?
d) ' the availablflity and use of monitoring and measuring devices?

e) ' the implementation of monitoring and measurement,

f}  the implementation of release, delivery and post-delivery acfivities?

g} accouvntability for all product during manufacture (e.g., parts quantities, sphit orders,
nonconforming product)? |

h) i that all i ing and inspection operations have been compieted as

F o T s e s e TR S TRy

e

)
{
)
§
Y
"
Lia
P
L]

planned, or as otherwise documented and authorized?

LI, )

g

A T e

i§J  provision for the prevention, d jon, and rer { of foreign objects?

B} monitoring and control of utilities and suppiies such as water, compressed air,
efectricity and chemical products to the extent they affect product quality? and

k)  criteria tor workinanship, which shall be stipulated in thé clearest practical manner (e.g.,
1?2

]

writteri standards, repr iv ples or illustr

P )Gwe an example

D L S st e e

Objectlve vndence assessed ! Observatlons / Comments

S : Safisfactory - CAR : Corrective action required — MA : Major corrective action — mi : Minor corrective action
N/A ;: Not spplicable - N/E: Not evalusted - P : Product - M : Menagement
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS

KEY s CAR N/A | NJE

Recuiaments

Number
Ma or mi

7
74,

7.4.3.

Product realization {continued)
Purchasing (continued)
Verification of purchased product

a7

Does the organization establish and implement the inspection or o(hér activities necessary for
ensuring that purchased product meets specified purchase requirements, they may include
obtaining objective avidence of the quality of the produtt from suppliers (e.p., panying
documentation, certificate of conformity, test réports, stafistical records, pro control,
inspectioh aid aiidif at suppiier’s premises, review of the required documeén, .
Inspection of products upon receipt, and, delegation of verification to the supplier, or

4

supplier certification?

)
1

48

Is purchased product held until it has been verified as conforming to specified requirements
unless it is released under positive recall procedure?

b
F == -~ = =Toan
LR NORE S| S .

49

Where the organization utilizes test reports to verify purchased product, is the data in those
reports acceptable per applicable specifications?

_ Does the organization periodically validate lest reports for raw material?

51

Where the organization delegates verification activities to the supplier, are the requirements
for delegation defined and a register of delegations meintained?

52

Where the organization or its customer intends to perform verification at the supplier's premises,
does the organization stale the intended verification arrangements and method of product release in

the purchasing information?

53

Where specified in the contract, Is the customer.or the cusiomer’s representative afforded
the right to verify at the supplier's premises and the organi; 's premises that
subcontracted product conforms to specified requirements?

Itis ensiired that verification by the customer is not used by the organization as evidence of
effective control of quality by the sxipplier (it-does not absolve the organization of the
responsibliity to provide acceptable product, nor shall it preclude subsequent rejection by
the customer)? '

[1) Give an exampie

Objective evidence assessed / Observations / Comments

S : Satisfactory - CAR : Corrective action required ~ MA : Major corrective action — mi : Minor corrective action
N /A : Not spplicable - N/E: Not evaluvated - P : Product - M : Menagement .
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Mﬁfc”’W

QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS

KEY S CAR NIA | NIt
Reouirsmeats Number
Ma or mi

7

Product realization (continued)

7.5.  Production and service provision

7.5.4. Control of production and service provision
55 Does planning ider, as applicable : P@Mm7 : ' : ————— :--3:
01/1) - the establishment of process controls anG development of control plans where key ; ' : | :
characteristics have been identified ] ’ A
b} - the identification of in-process verification points when adequate verification of : 5: 0 ::
conformance cannot be performed at a.later stage of realization : : ; : :
c) ‘- the design, manufacture, and vse of tooling so that variable measurements can be ] ¢ : L
taken, particularly for key characteristics, and : ’ : d : :
d) - special processes (see 7,5.2). N S A Y I
56 Does the organization plan and carry,out production and service provision under controlled * '1 ) [ O B code e
conditions, lx’(:‘a}, A mﬁd" S : : : ' :
Do these controlied conditions inciude, as applicable : ) A t ' ' \
a) Ihe availabifity of information that describes the characteristics of the product? : : ! : : :
b) the avaitability of work instruclions, as necessary? : : : : : :
¢} the use of suilable equipment? ) 4 S " - ' :
d) -the availability and use of monitoring and measuring devices? g l: - : ) :
e) the implementation of monitoring and measurement, : t ' : 1
f)  the implementation of release, delivery and post-defivery activities? : : : : :
g} accountability for all product during manufacture (e.g., parts quantities, split orders, : ) : ' : : :
. nonconforming product)? I ! i i i
h) evidence that alf 1 ing and inspecti opefaﬂons.have been completed as T .’""’1:""" :'— = = ,‘—' = {:‘ ="
planned, or as otherwise documented and authorized? it‘)@ﬁ.’-“f~ hf} L’fu&s‘—\.'/ :: ; :: ||| :
§)  provision for the prevention, d jon, and removal of foreign objects? 9’54 ﬂi@) P: l: ~ ) l,' :1 ;
)} monitoring and control of utilities am.i supplies such as water, compressed air, B \ ::5 : . :: :: 1
electricity and chemital products to the extent they affect product quality? and : "|‘ : :; :: :
k) criteria for workmanshjp, which shall be stipulated in the clearest practical manner (e.g., : :; 1 : 'l: ’ : :
writlen standards, repr Jv ples or illustrations)? . 1 v W L'L )
[1) Give an example

Objective evidence assessed / Observations / Comments

RQL'C%WALh@}g y/’/

Tey Pryert p22(D / Tt 1o - %:le..«(wzmg fl:\ +
Rugk fposess i 4o ‘Mtsf%st

Veriled Mogméra afoid pell defoi with Lot fZZfﬂéq‘

/(0%

S : Safisfactory - CAR : Comective action required — MA : Ma}or corrective action - mi : Minor corrective action
N /A : Not applicable - N/E: Not evaluated - P : Product ~ M : Management
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QUALITY SYSTEM QUESTIONNAIRE

ReguFemans Numbes
Ma or mi

ASSESSMENT QUESTIONS

KEY s CAR N/A | NIE

7 Product realization (continued)
7.5.1.1. Production documentation

57 Are Production operations carried out in accordance with approved data?

58 Doues the data contain as necessary :
a) drawings, parts lists, process flow charts including inspection operations,

effect has been achieved without adverse effects to product quality?

' 1 t
1 f i ¥
production d ts (e.g., f; ing plans, traveler, router, work order, ) | [ : ;
process cards); and inspection documents (see 8.2.4.1)7 and . : ) : 1 1
b) a list of specific or non-specific tools and numericaf control (NC) machine programs : : " : :
required and any specific instructions associated with their use? v | : 1 i
7.5.1.2. Control of production process chang *
59 Are persons authorized to approve changes to production pr: identified? '1.) Ja ,gl (Sl -1
L - . - B . 4 - l h P t -)
60 Has the organization identified and obtained acceptance of changes that require customer - '; .:S}’, l' -ess j'
and/or regulatory authority approval in accordance with contract or regulatory requirements? L - « = = 220l - _ -4
e o R -3
61 Are changes affecting processes,.production equipment, todls and programs documeniedy . Pt i §| 1 " !
Z“C""? 3 o ox - Slabatialaton LS TR R
62 Are procedures available to control their implementation? v an S g 1 :_:_ '
63 Are the resuits of changes to production processes assessed to confirm that the desired P___. T R ! it hid ]
. ' ) § ) e '
. 1 fd 4 [} -

7.5.1.3. Control of production equipment, tools and numerical control (N.C.) machine programs

64 Are production equipment, toois and programs validated prior to use and mair;’tig‘nd : P_o_. - ]'_ (R R
N L " 7 5‘7 - i ! !
inspected periodically according to documaented procedures? na‘;— 73 < L - _.__' v 5_,___ R T ,_7 _

65 Does valid; prior to prod! use include verification of the first article produced to the ._P_ - ,_!_ - b -V_ -

: ; . ] [ (d
design data/specification? - Pl } th,

66 Are storage requirements, including periodic preservation/condition checks, established for [ - < . . o - =d= -

i
production equipment or tooling in storage? - L _' \_5, ! ‘ ; L :
7.5.1.4. Control of work transferred, on a temporary basis, outside the organization's facilitie. R

67" When planning to temporarily transfer work to a location outside the organization's facilities, - ll.' T ] ISy s

does the organization define the process to control and validate the quality of the work? M, W : t ' : ’|_ _J
]

1 1) Clearly defined list

Objective evidence éssessed / Observations / Comménts

e Y. - — 5/7/63 &
lest ﬁ‘ﬁ“f:‘a&ﬁ,w p./ﬂusﬁw + 7///:»-‘!4( Lo ST rmtt™

M“r CIOQJ-Z V"éﬁf/ﬂ:h 14 ?f.zg/“;zif; M:f’ M&?Ih’ SSSves
E 05 7 k ) k B
gl anthochos oo sdohtad i pryec? phus

1
1}
t
t
t
[}
]

,. SR P TR N PR A e |
ook Locldad Maden — Shpoihe neahptts ’zgiﬂp/‘ﬂb’mf:(/é?c,
ot i,

A Tyef Enaess

‘T&é&h.‘:, teade— E4.
+M)y mp;e%h-luﬁa

§ : Safisfactory - CAR : Comsctive sttion required ~ MA : Major correclive action —'mi : Minor corrective action
N /A : Not appiicable - N/E: Not evalualed - P : Producet - M : Management
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS

7 Product realization (continued)
7.5.1.5. Control of service operations

68 Where servicing isa specified requirement, do service operation processes provide for:

* a) amethod of collecting and analyzing in-service data?

b) actions to be taken where problems are identified after delivery, including
investigation, reporting activities, and actions on service information consistent with
contractual and/or regulatory requirements? .

c) the control and updating of technical documentation?

d) the approval, control, and use of repair schemes? and,

e) the controls required for off-site work (e.g., organization’s work undertaken at the
customer’s facilities)?

7. 5.2 Validation of processes for product:on and service provision

Does the organization validate any processes for production and service provision where the
resulling output cannet be verified by subsequent manitoring or measurement (This includes any
processes where deficiencies become apparent only afier the product is in‘use.or the service has
been defivered)?

Note: These processes are frequently referred to as special processes.

70 Does validation demonsiraie lhe ability of these processes to achieve planned results?

71 Has the organization established arrangements for these processes including, as applicable :

-l
. R ' Y 3 ¢
L~ a) defined criteria for review and approval of the processes? ' Y : : :
] 3
b} qualification and approvat of special processes prior to use? i (: ': i
. ¥ 1 1
¢} approval of equipment and qualification of personnet? ' l.: |l ! \/
'
d) use of specific methods and procedures? : .’: : 1
. . ]
e} Control of the significant operations and parameters of special processes in sccordance : E s 1
with dacumented process specifications and changes thereto? ' 4 : 3
N 1
f)  requirements for records (seed.2.4)? and * ' b |' 3 !
1
g) _ revalidation? ! [y
1)  Review reports issued foliowing visits 10 the customer {iechnical support). Comment on method of colleclion of in service data. Examine some
investigation reports
2) Evidence of implementation of mrrechve and prevenhve actions.
3) Evidence of what has been {e.g.: manual, repair manual, information to customer)
4) \List of special processes .
5)  Give D

1
l

|
2
1
1
l

Objective evidence assessed / Observations ! Comments

‘TPS Jest+

4 A“ﬁ gmt!?/f»f’l
Ty Pro@dons peleese 4, 2 5 3

UWyL CAn L/ouu fin fé [,;/%p Bﬂjmw
Dﬁ)‘k Mule. o\%aw)‘w w it s s s

&4—-;"{7 /@Ms Cusfodians

S : Satistsctory - CAR ; Corrective action required — MA : Major corrective action — mi : Minor canéch‘ve aclion
N /A : Not applicable - N/E: Not evalusted - P : Product .- M : Management
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QUALITY SYSTEM QUESTIONNAIRE
CAR
. ASSESSMENT QUESTIONS e BY ] S| e | [NE
Ma or mi
7 Product realization (continued)
7.5.3. Identification and traceability . .
DR i Tty IR e
72 Where apptopriate, has the organization identified the product by suitable means throughout product : : t
realization? [ Ny
- e G
73 Does the organization maintain the identification of the configuration of the product in order ': ] ,’
to identify any differences between the actual configuration and the agreed configuration? Y L 3
_____ == =T
74 Has the organization identified the product status with respect to monitoring and measurement : t q
requirements? Y :_ ]
,75 When acceptance authority media are used (eﬁ., stamps, Electronic signatures, passwords), :F ,: ;
does the organization esteblish and documen for'the media? ,’W%‘.SZ-Z@. a ot L :, '
- B
76 Where Iraceability is a requirement, does ihe organization contiof and record the unique |' J l: 1
identification of the product {see 4.2.4)2 ook % o
77 According to the level of traceability required by contract, regulstory, or other estabiished | &L 0 _ _{_ _ 1 __ . __ R
i
requ:rement does the organization’. 's syst»m provide for : : :l "
1
a) identification to be mamramed thmughoul the product life? : :n |'
- b)  ail the products manufactured from the same batch of raw material or from the same ) :: t
- manufacturing batch to be traced, as well as the destination (delivery, scrap) of all ; ,: X
products of the same batch? ' [ o
[ ! g
¢} inany assembly, the identity of irs components and those of the next higher assembly ) .: y H
to be traced? , : :, :
!
d} Inany given product, 3 sequenual record of its, produ zon (manu!acture, assembly, i . :, '
S .
inspeciion} to be retrieved? ; M 5” jfﬁ?_ = {_ Wy L I,L -
Note: In some indusiry sectors, configuration managemenl is a means by which identification and traceability is maintained. ]
7.5.4. Customer property
R il it adiad i
78 Does the organization exercise care with cuslumer pvcpeny whilg il is under the grggpization's 3)1 |R bk 1: :: ': ¥
" control or being used by the organlzauon?'l_’Mz—: - Gﬁaf' éxl‘é« /&S L L '_S”i_ N T :1_ )
PR 0 | B
79 Has the organization ldenhﬁed verified, protecied and s, 1eguard cq;lorner properly provided !or i ' 3? . ! ’1 s
use or incorporation into the product? ; ﬁ o ) R, s NN oo
hl V]

B0 Does the organization define methods lo identify afd re cusiomer produc‘t?lhai ’ézpst 4 : ? W N [
damaged or otherwise made unusable and report such lo the customer? y .7 s !_ ki ! i )

=ty
[ Note: Customer propery can include intelieciual property, mcludt ng customer furnished data used for deslgn, pmducrlon and/or inspection. ]

1)  Give the method used
2) Give examples of traceability level applied {up and down)
3) _identify types of product supplied by the customer,

Objective evidence assessed/ Obser\}ations | Comments

b;sk 91['*4( 25D
P20 war g
gk ¥ ’71'29?, wf

Pa3e0-00] = Gt Test

Tosi~dada defroved Jg Ceeshps— a SO Gecess ﬁb‘s

I‘"""“"“'""'"'"

Qadedy o Byl ﬁml;s-/' = Custodia W 5, /5 s
19,7, e S Zﬁé v Savary —

Nﬁf Condest *snml .
S : SatisfactorA- CAR: Con'ecllve aclion required — M. Ma/orcorrecrlve a[cnon mi : Minor correclive action

N JA : Not applicable - N/E: Not evaluared P : Product - M : Management

Test Aehde seriniaed by Custpper— one-oboa kid feskafules
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QUALITY SYSTEM QUESTIONNAIRE
KEY | S| CAR |NA[NE

ASSESSMENT QUESTIONS Roswinments Number

Ma or i

7 Product realization {continved)

82 Doss the preservation include identilication, handfing, packaging, storage and prolection?

7.5.5. Preservation of prodiict . . )
v . . k| =
81 Does the organization preserve the conformity of product during internal processing and delivery to ; : 3: : L
the intended destination? Ly M A W
ad T 0
)
1|
¥

;“‘l'-l
o - Y

83 Does preservaiion also apply 1o the consfiluent parts of a producl?

84 Does preservation of product also include, where applicable in accordance with product
specifications and/or regulations, provisions for :

" a) cieaning?

b} prevention, d and re al of foreign objects?
c) special handling for sensitive products?

d) marking and labeling including safety warnings?

8} - shelf life contro/ and stock rotation?

f}  special handling for hazardous materials?

&85 Does the organization ensure that documents required by the der to pany h - 1:
D
)

the product are present at delivery and are protected against joss and deterioration? .

E = 7
Objective evidence assessed / Observations / Commems =3 * / (= ‘/ 1/

D speets e~ swug).w
geune  FO D~ or &4 ”LMMPW"
Cowy MOT s 4~ hadbng dast,

EMQﬁ(Z¢J umé?»e bwkl%5>r:;i43 sz>lf A ~J~n$éﬂhiﬂ_ f%pa&1~<>

~¢n~/whec—§v»m1 Cka&“°¢ﬁ fi?éQ
A feﬁ . |-\d§$5) 2‘*‘55' a‘ ]

, 2p 9% ~ 71
, 7'/"3 éfumL MM WS‘/Z@

; # 400 «JDB %Qéé 20
Ef/}'//_,mﬂ{//m 04/7’7’/“/ fco

d
d
i
i
d
i
B

'
ki
[
4
1
t
)
I
)
I
)
H
H
H
|
I
1
1
i
Ll
1
H
i|
'
1
Y
[
1
j
|}
L
)
1
!
1
H
1
1}
1
1]
)
H
]
i
1
¥

$: Sstisfactory - CAR : Comective action required — MA : Major corrective action — mi : Minor corrective action
N /A :'Not applicable - NE: Not evalualed - P : Product - M : Menagement
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS

KEY
Requirments

CAR NIA | NIE
Nomber
Ma or mi

7 Product realization (continued)
7.6. Contro! of monitoring and measuring devices

86 Does the organizalion determine the monitoring and measurement 1o be underiaken and the
monitoring and measuring devices needed to provide evidence of conformity of product to
determined requirements (see 7.2.1)?

- 87 Does the organiration maintain a register of these itoring and ing devices, and
define the process employed for their calibration including details of equipment typs, unique
identification, location, frequency of checks, check method and P criteria?

Note: Monitoring and ing devices include, but are not limited to: test hardware, test
software, d test equip t (ATE) and plotters used to produce inspection data. It also
Includes personally owned and customer suppiied equipment used to provide evidence of
product conformity.

- -l o

88 Does the organization establish processes to ensure that monitoring and measurement can be
carried out and are carried out in a manner that is consistent wilh the monitoring and measurement
_ reqirements?

89 Does the organization ensure that environmental conditions are suitable for the calibrations,
i ts and tests being carried out?

P :

90 Where necessary to ensure valid results, is measuring equipment:

a)  cafibrated or verified at specified intervals. or prior fo use, against measurement standards
Iraceable to international or national measurement standards; where no such standards exist,
lhe basis iised for calibration or verification shall be recorded?

b) ‘ad'yusied or re-adjusted as necessary?

é) |denl|ﬁed to enable the calibration status lo be delermmed'?

d) safeguarded from adjustments that would invalidate the measurement result?

€) prolected from damage and deterioration during handling, maintenance and storage?

f) _ recalled to a defined method when requiring calibration?

91  Does the organizalion assess and record the validily of the previous measuring results when the
equipment Is found not to conform to requirements?

95 s this undertaken prior to initial use and reconfirmed as necessary?

82 . Does the organization take appropriate action on the equipment and any product affected? Par ] ;x T
93 Are records of the results of calibration and verification maintained (see 4.2.4)? N : N :; CofTT
84  When used in the monitoring and measurement of specified requirements, is lhe ablmy of computer P __ T : B k :’
software lo satisfy the intended application confirmed? . . L y h | ’:
.

1) Ensure the links 1o the ized inlernational / national standard. L A

Objective evidence assessedl Observahons / Comments

S : Safisfactory - CAR : Corrective sction required — MA : Msjor corrective aclion ~ mi : Minor corrective sclion
N /A : Not applicable + N/E: Not evaiuated - P: Product - M : Mansgement
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS wiEY Nt
. Ma or mi

Measurement, analysis and improvement
General

Does the organizal'yo'r; plan and impiement the monitoring, measurement, analysis and
improvemeni processes needed :

2) lo demonstrale conformity of the product?

b) o ensure conformity of the quality management system, and?

€} to continually improve the eflecliveness of the quality management system?

Does this include determination of applicable me(hods. including statlistical echniques, and the
exienl of their use?

may be used to suppost:

Note: According to the nature of the product and depending on the specified reguir

- design verification {e.g., refiability, maintainability, safety);

- process controf: -

- lection and inspection of key char
- process capability measurements;
-~ statistical process control;
- - ‘design of experiment; . ) .
on — hi pling rate to the criticality of the product and to the process capability;

- fallure mode and effect analysis.

s, statistical techni

8.2. Monitoring and measurement
8.2.1, Customer satisfaction

04  As one of the measurements of the periormance of the guality management system, does the

organizalion monitor information relating 1o cuslomer perception as to whather the 5

organizalion has met customer requirernents?

05 Are the methods for obtaining and using this information, determined?

8.2.2. Internal audit

06 Does the organization condutt intemnal audits at planned intervals to determine whether the
quality management system :
3) conforms lo the planned arrangements {see 7.1}, to the requirements of this Intemational
Standard and fo the guality management system requirements established by the

organizalion? and “

[}
11
13}
o

b) is eflectively impiemented and maintained? .

1t
MK
3

1) Give examples ;of_ data

2) Give iples of how C 's salisfattion is measured, commitied, and acted upon.

P20 ] @5 datohee -

Cud. Sed gems, WA “Wﬂ“"

S : Satisfactory - CAR : Comective action required — MA : Major coirective action — mi : Minor corrective action

N /A : Not applicable - N/E: Not evalualed - P: Product - M : Management
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QUALITY SYSTEM QUESTIONNAIRE
ASSESSMENT QUESTIONS L R
i Ma or mi
7 Product realization (continued}

7.6.  Control of monitoring and measuring devices

86 Does the organization determine the monitoring and measurement to be undertaken and the

monitoring and measuring devices needed o provide gvidence of conformity of produc] to
. . { y
determined requirements (see 7.2.1)? Pira &xz -L';/’ Vess 4 53

87 Does the organization maintain a register of these monitoring andlreasuring devices, and

idsntification, Jocation, frequency of checks, check method and acceptance cn'terlav?

Note: M ing and ing devices include, but are not limited to: test hardware, test
software, d test equip (ATE) and piotters used to produce inspectiori data. It also

define the process smployed for their calibration including details of equipment typs, unigue

88 Does the organization establish processes to ensure that moni(o|4ng and measurement cah be

requirernents?

I,in'cludes personally owned and gustomer supplied equipment us sprovide evidence of .
6 product conformity. (%J[J A 4 M;FG &\Z{ Y. /7697777/’15 V?S’bﬁ

carried out and are carried oul in a manner that is consistent with the monitoring and measurement

bt

inspections, measurements and tests being carried out? L .

89 ﬁes the organization ensure thaf environmental conditions arg suitable for rf-tac:;braﬁons.

fo aSEp .. .

a) calibrated or verified at specified intervals, or prior 1o use, against measurement standards
f ‘" tracesble Io international or national measurement standards; where no such standards exist,
the basis used for calibration or verification shall be recorded? :

b) adjusled or re-adjusted as necessary? .
c) identified to enable lhe calibration status to be delermined? ‘ﬁ’s (Mli‘ /ﬁ“\bh, 5
d)} safeguarded from adjustments that would invaiidate the measurement result? QA,“’

A

1) recalled t a defined method when requiring calibration? = R 1( gnd o,

! .
90 Where necessary io ensure valid results, is measuring equipment: MLNIZ(Q{ ﬁﬁr Lach &{‘ .

e) proiecied from damage and deleroration during Eandling, mainlenanceénd storage? ? %
%/

91 Does the organizalion assess and record the validity of the previovg g;amgéiresm's “WReh ae
equipment is found not to conform to requirements? )

7

_ #%#’b /”’wf’

82 Does the organization take appropriale action on the equipment and any product atfected?

s

83 Are records of the results of calibration and verification maintained (see 4.2.4)? ﬁrp-uﬂ{

W

software to satisfy he inlended application confimed?

84 When used in the monltoring and measurement of specified requirements, is the ability of computer.

(S Y, S Y

N

85 s this underlaken prior to inftial use and reconfirmed as necessary?

[ 1) Ensure the Jinks 1o the r ized intemational / ] slandard.,

Objective evidence assessed / Observations / Comments

WAL237f — Vac Pecsstl|  2fssb¢

(162632 - Dia-so Dore Pse Ta bo2los
L e s~ fes hss Flo Tl 1ofY /b3
IM622050 Tagen 25¢ 3 Mfo¥

e s e e v e M e s e = e m o m e e = o= m o=

VY (7066- Gu2 4o Togedbres Sl brave whgod
e o 2724

S : Salisfactory - CAR : Corrective aclion required — MA : Major corrective aclion — mi : Minor corrective action
N /A : Not appiicable - N/E: Not evalualed - P: Product - M : Management
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QUALITY SYSTEM QUESTIONNA!RE

ASSESSMENT QUESTIONS. . B S VA
Iy Ma or i

8  Measurement, analysis and improvement
8.1, General

01 Does the organization plan and implement the monitoring, measurement, analysis and
improvemenl processes needed :
3) o demonstrate conformity of the product?
b} to ensure conformity of the quality management system, and?
¢} to continually improve the effectiveness of the quality management system?

02 Does this include determinalion of applicable methods, including statistical techniques, and the

exient of thew use?

- deslgn venﬁcatlon {e.n., reliabillty. mamtamabnlity. safety);
~ process control:
- selection and inspection of key characteristics;
- process capability measurements;
- statistical process control;
- design of experiment;
- inspection ~ matching sampling rate to ths criticality of tha product and to the process capabihty'
- fallure mode and effect analysis.

Nota: According to the mature of the product and depending on the specified requirements, statistical technigues may be used to suppoﬁ:

8.2, Monitoring and measurement
8.2.1.Customer satisfaction

04 As one of the measurements of the performance of the quality management system, does the |&) M |
organizalion monitor information retating 1o customer perceplion as fo whether the
organization has met cusiomer requirements? _ | .

05 Are the methods for obtaining and using this information determined?

B.2.2.Internal audit

A

068 Does the organlzahon conduct internal audits at planned m‘ervals to determine whether lhe
quality management syslem: x> d"(w ’ /1‘ /

3) conforms to the planned arrangements (see 7.1}, fo the reqmrements of \hls lnlemahonal
Standard and 1o Ihe quality management sysiem requirements eslablished by the
organization? and =
" b} is effectively implemented and maintained?

~

T
'
'
1
'
A i Tad

’\ﬂl N

Iy
1
1
t
t
]

1) lee examples of data

2) Give p of how customer’s salisfaclion is d, commitied, and acted upon.

he L0 |
 Ronad Folond Indie Stadide B 105
@rad At 'S _

4o 126020/ —AF ;é/,g, A, 5amm7
8303200361 - *

- psog¢ 2o3p - 0

Objective evidence assessed / Observationsl Comments M, + M‘_‘)l‘ /Agg}- p

Rossor PR 'S B 513,555,557 = antavid o +bocid o

2ud, ;Lén(k% /fj

S : Satisfactory - CAR: Corrective action required — MA : Major corrective action - mi : Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P : Product - M : Management

__-_-_-_-~_-----7-—---—------—-*"‘"“‘Erfw/fr/l »~—/q/cml
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QUALITY SYSTEM QUESTIONNAIRE
KEY | s | CAR

ASSESSMENT QUESTIONS Reouemens Number

Ma or mi

NiA

NE

8 Measurement, analysis and improvement (continued)
Intemal audit {continued)

07 Is an audit program planned. taking inlo consideration the status and importance ofthe | 1) ™M
f:rocesses and ateas 10 be audited, as well as the resulls of previous audits?

08 s the audit crieria, scope, frequency and methods defined?

09 Does the seleclion of auditors and conduct of audlts ensure ob;echwly and lmpamahly ofthe {2} _ __
- audn process? - A -

10 Does the organization ensure internal audilors do not audit their own work? _d PRy

11 Are the responsibilities and requirements for planning and conducting audits, and for reporting
results and maintaining records {see 4.2.4) defined in @ documented procedure?

12 Do the management responsible for the areas being audited ensure that actions are taken | 2) M .

without undue delay fo eliminate detected nonconlformilies and their causes? N -, L

e 13 Do follow-up activities inciude the verification of the aclions taken and the reporting of 2

verification results {see 8.5.2)? R .
el TTEETS

. 14 _Are detailed-tools and techniques developed such’ as check sheets, process
flowcharts, or any simitar method to support audit of the quality management system
requirements?

15 Are the selected internal audit tools acceptable in meas\m‘ng the effectiveness of the
fntemal audit and overall organization performance? .

16 Do internal audits also meet contract andor regulatory requirements? -

8.2.3. Monitoring and measurement of processes

17 Does the organization apply suilable methods for monitoring and, where applicable,
- measurement of the quality management syslem processes?’

18 Do these methods demanstrale the ability of the processes to achieve pianned results?

18 When planned results are not achieved, is correction and conechve action zaken [
appropnale to ensure conformity of the product? ol o

20 In the event of process nonconformity, does the organization !
a} take appropriate action to correct the nonconforming process?

b) evaluate whether the process nonconformity has resuvited in product nonconfcrmrty?

and
c) identify and cantrol the nonconformmg product in accordance with clavse 8.3.7 |

1) Audqt pian {stalus of me previous year and progyess o! :he cimrent year).

2) List of approved audiiors.
'3) Evidence of a sample of audits {quesiionnaire, synthesis, circulation, request for correchve actlons, correchve ac(mr;s follow-up).

4) _ Give examples of non conformity {product, process,...).

Objective evidence assessed / Observations / Comments

(i Opunk » Sty

4P2. D2%

€ rhamsed tosc

¥ 0 4Pe. vose faddum
/\’\\VV ﬂd’ntb QL”M

{

D 440q

E4S Furchmed Hibun- (nclim Banghis - WW;&W?

S : Satisfactory - CAR : Corrective action required ~ MA : Major corrective action — mi ! Minor corrective action
N /A : Not applicable - N/E: Not evaluated - P : Produc! - M : Management

\
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QUALITY SYSTEM QUESTIONNAIRE

been satisfactorily éompleled, unless otherwise approved by a relevant authority and, where
applicable, by the customer?

ASSESSMENT QUESTIONS wEY 1S | (TAR TN NE
Ma or mi
8 Measurement, analysis and improvement {continued)
8.2.4. Monitoring and measurement of product .

21 Does the organization monitor and messure the characieristics of the product to verify that P : 7 ‘
product requirements have been met? i N . _ e

22 Is this carried out at appropriate stages of the product reslization p in ce with é j >
the planned atfrangements (see 7.1)? . B

23 When key characteristics have been identified, are they monitored and controlled? P: i K

24 When the organi; uses pling inspection as @ means of product scceptance, is V/’
the plan statistically valid and appropriate for use? _ b

25 Does the pian preclude the acceptance of lots whose samples have known [ 4
nonconformitles? - V

26 When-required, is the plan submitted-for customer approval? .

27 Is product held until it has been inspected or o‘ther,wiso verified as’ conforming to P :
specified requirements, except when product is released under positive-recall ' §
procedures pending completion of all required measurement and monitoring :
activities? . ! I

.. 28 s evidence of confnnﬁiiy wilhi the acceptance crileria maintained? < l s 2 b b T
29 Do records indicate the person(s) authorizing release of product (see 4.2.4)7 '0/- ;
30 ‘ Is product release and service defivery held until all the planned arrangements (see 7.1) have

[ T o e e e g g

Objective evidence assessed / Observations / Comments

TP MTEP-F5- GLIM- 03

/0/7/01
0. .

’TM/ Vu{udm -~ ¢ ot ~ ASEC Yo ¥C 0

ESDS cadrd.

Dﬁ (Mw,m») ’*7%,9‘( g W*’“‘ﬁ'@““‘“S”W”}

S Satisfactory - CAR: Comeclive action required — MA : Major corrective action ~ mi ; Minor corrective action
N/A : Not spplicable - N/E: Not evaluated - P : Product - M : Management
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QUALITY SYSTEM QUESTIONNAIRE
KEY | S| CAR

ASSESSMENT QUESTIONS Recuremants Number

Ma or ml

N/A | NIE

8 Measurement, analysis and improvement (continued)

Internal audit {continued)

07 Is'an sudit program pianned. taking into consideration the status and importance ofthe (1) M
processes and areas {o be audited, as well as the resulls of previous audits?

08 is the audil crileria, scope, frequency and methods defined? X S

08 Does the seleclion of auditors and conduct of audits ensure obyechvny and |mpamalxly ofthe [£) _ _ _ ;
audit process? - . fg "’
XY,

10 Does the arganization ensure internal auditors do not audit their own work? _ ) |

11 Are the responsibilities and requirements for planning and conducting audits, and for reparting
results and maintaining records (see 4.2.4) defined in a documented procedure?

12 Do the management responsible for the areas being audited ensure that actions are taken | 2)M
without undue delay to eliminaie detecled nonconformities and their causes?

13 Do follow-up activities include the verification of the actions taken and the reportingof ~ {2)
verification results (see 8.5.2)7 .

14. . Are detailed tools and techniques developed such as check sheets, process
flowcharts, or any similar method to support audit of the quality management system

requirements?

15 Are the selected internal audit tools acceptable in measuri;lg the effectiveness of the S
internal audit and overall organization performance? ) o1

16 Do internal audits also meet ¢ 't and/or reguiatory req nHs?

8.23. Monitoring and messurement of processes

17 "Does the organization apply suitable methods for monitoring and, where applicable,
measuremen! of the quality management syslem processes?

X

lI
Il
Lo
18 Do these methods demonstrate the ability of the processes to achieve planned results? i }_ 1
‘I
.l
+

18 When planned sesulls are not achieved, is conection and corfective action taken, as
appropriale, to ensure conformity of the producl?

™ ld-= Y R

20 Inthe eventof f process nonconformity, does the orpanization :
a} take appropriate action to correct the nonconforming process?

b) evaluate whether the process nonconformity has resulted in product nonconfonmty?

c) identify and control the nonconforming product in accordance with clause 8.3.7

2l [T S R N

1)  Audit pian (status of the previous year and progress of the current year),

2) Listof appraved auditors. ~
3) Evidence of a sample of audits (questionnaire, synthesis, circulation, request for corrective actions, corrective actions follow-up).

4} Give examples of non conformity (product, process,...).

‘-,

Objective evidence assessed / Observations / Comments

/Quza«/
3-/[’ 'Aﬂ’] MSLJ?:Z S D'%‘Lu LWW'\MPCA& 5’-*0“»

ﬂg) Sia OW//’ZAAté —%4/2’7/ )
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/M/as A’?J{ LA covve & w ~ ﬁﬂ—-f;}; ?pjﬂaﬁlm ( 9&’?’6‘0 wézw,‘a//m

¥
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-

S : Salisfactory - CAR: Comective action required — MA : Major corrective action — i : Minor corrective action
N /A : Not applicable - N/E: Not evalualed - P : Product - M : Managemenl
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QUALITY SYSTEM QUESTIONNAIRE

been satisfactorily completed, unless otherwise approved by a relevant authority and, where
applicable, by the customer?

KEY s CAR N/A | NIE
. ASSESSMENT QUESTIONS EY Neer
Ma or mi
8 Measurement, analysis and improvement {confinued)
B.24. M itoring and ment of product
21 Does the organization monitor and measure the characteristics of the product lo verify that P :
product requirements have been mel? ! o - . K
22 s this camied oul at appropriaté stages of the product realization p in ac @ with
the planned arrangements (see 7.1)? .' = I,
23 When key characteristics have been identified, are they monitored and controlled? P: b L
24 When the organizstion vses pling inspection as a means of product acceptance, is 4
the plan stafistically valid and appropriate for use? I
25 Does the plan preclude the acceptance of iots whose samples have known
nonconformitles? . o
26° When required, Is the plan submitted for customer approval? 2 oo
27 Is product held until it has been inspected or otherwise verified as conforming to P: i
specified requirements, except when product is released under positive-recall ]
procedures pending completion of al! required tand itoring : :
activities? 1 1
28 Is evidence of conformity with the acceptance criteria maintained? -]
29 Do records indicate the person(s) authorizing release of product (see 4.2.4)? b
30 ks prédt_)cl release and service delivery heid until ali the planned ananéemems {see 7.1) have

I T s e e - T S S s s T T s s s s T s s s

Objective evidence assessed / Observations / Comments

§: Satisfactory - CAR : Cormrective action required — MA : Major corrective action — mi : Minor corrective action
N/A : Not applicable - N/E: Not evslualed - P : Producl - M : Management
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QUALITY SYSTEM QUESTIONNAIRE

CAR

ASSESSMENT QUESTIONS Bl ] S oo, | NVA|NE
Ma or mi
8 Measurement analysis and improvement (continued)
8.2.4.1. Inspecth tati .
i E———

31 Arem ement requir for product or service acceptance documented? - 7 B I :_
32 Does this documentation ,which may be part of the production d ion, Includ P

R Q. e i SRR B
a) criteria for ptance and/or rejection? 5 d g
b} where in the sequence measurement and testing operations are performed? - | ‘
. H t
c) arecord of the measurement results? and . I :
d) typeof measurement instruments required and any speciﬁc instructions associated T ‘ :

with their use? . . 4 :

- e T =

33 Do test records show actual test results data when required by the specification or o

acceptance test plan? 5 .' ) e A

e ot e ] =

34 When reguired to demonstrate product qualification does the organization ensure that i :

records provide evidence that the product meets the defj; nedreqwremen!s? 5 h . : L

- 8.2.4.2. First articie inspection ., - : : .
T
35 Does the organization’s system provide a process for the inspection, verification, and P ' f
of a repres Ive item from the first production run of a new part, or . : : :
following any subsequent change that Invahdares e previpus first article Inspectio 1)‘ : ;. L 9
result? J &\f M ) ] b j

+ [1) Give examples of ﬁrs( émcle(new product and change).

Objective evidence assessed/ Observations / Comments

HiPs ipildfed
See. /uwnm /Ldf‘

1
1t
I
i
r
I
)
t
H
t
1
¥
]
t
+
]
!
1
L}
¥
L
)
]
¢
b
H
i
[}
1
1
1
1
'
14
'
i
v
1}
)
1]
3
\
1
]
¢
T
¥
l

F7P- /‘frcf' - - 61-/««343 ./a/m/md/w

S : Satisfactory - CAR : Corrective action required — MA : Major corrective action— mi : Minor corrective action
N /A : Not epplicable - N/E: Not evaluated - P: Product - M : Management
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_QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS

KEY s CAR N/A | NFE
Roguremactt Number '
Mz or mi

8

Measurement, analysis and improvement {continued)

8 3. Controf of nonconforming product

Note: The tecm * onforming product” includes nonconforming product returned from a

36 Does the organization ensure thal product which does not conform to requirements Is identified
and controlled la prevent ils unintended use or delivery?

37 Are the controls and related responsibiilies -and authormes for dealing with nonconformmg
product definéd in a documented procedure?

38 Does the organization’s documented procedure define the responsibility for review and
authority for the disposition of nonconforming product and the process for spproving
per }'making these decisions?

39 Daes the drganization deal with nonconforming product in one or more of the following ways
by:
a} taking action lo efiminate the delecied nonoonformily?

b)  authorizing its use, release or acceptance under concession by a relevant aulhority and where

appllcable, by the custorner?

'
'
T
1
1
1
)
)
1
i
)

o5

c) takmg action 1o preciude its original intended use or apphcahon" | L
40 Does the or ization prevent dispositions-of v is or repair, unless specifically

authorized by the customer, if | ~ ' s

- the productis p duced to cusi design?or f°°°" A SR R S

- the nénconformity resultsin a departure from the contract requirements?

(Unless otherwise restricted In the contract, i$ organkzation-designed product, which Is
controlied via a custamer specification, dispositioned by the organization as use-as-is
or repair, provided the nonconformity does not result in s departure from customer-
spec:f‘ ed requirements ?) . B

Objective evidence assessed / Observations / Comménts_

mgxmw‘m . f/u "11,;4127:(» |26
MTel - -G LM - 353

(o 1 yus
b¢ 2244

(C- Lmu'.\)

Y

S : Satisfactory - CAR : Corractive action required — MA  Major corrective action - mi ; Minor corrective action
N /A : Not appiicable - N/E: Not evsluated - P: Product - M : Management
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QUALITY SYSTEM QUESTIONNAIRE

KEY s CAR N/A | NIE
ASSESSMENT QUESTIONS Recsvements Number
Ms or mi
Y/) bb Measurement, analysis and improvement (continued)
V\{)G 8.3.Control of nonconforming product {continued) .
41 Is product dispositioned for scrap i Jy and per ly marked, or positively P: l‘ ﬁ L: ﬁ
Q . X controfled, until physically rendered unusable? [N 4P S L
ff 42 Are records of the nature of nonconformities and any subsequenl actions taken, including ! X t
" - toncessions obiained, maintainéd (see 4.2.4)7, ) . _
L A R Rl R e === - 1

43 When nonconforming product is corrected is it subject to re-verification io demonsirate : oy 1 :
conformity to the requirements? . ) f

‘ ik Sl ikl N

44 When nonconforming product is detected afier ‘delivery or use has started, does the Pi e ¥ d !

o . . " " . 4
_ organization {ake action appropriate to the effects, or potentia! effects, of the nonconformity? :_ [ L
- . SrE T Y

45 In addion to any contract or regulatory authority reporting requirements, does the - P: 1 X A A
organization's system provide for timely reporting of delivered nonconforming product 1 : 5 5 " ,
that may affect reliability or safety? :_ 4 - L.»‘ I -

46 Does notification include a clear description of the ponconformity, which includes as . h ]
necessary, parts affected, customer ur-d/ar organization part numbers, quantity, and : 3' N -
date(s) defivered? ! i J J

Note: The term “nonconlonming product” includes nonconiorming product returned from a customer. ]
8.4 Analysis of data . .

47 Does the organization determine, coflect and analyse appropriale dala to demonstrate the M r T ; ) _I,’ - -:
suitability and etfectiveness of the quality management sysiem and to evaluate where continual : : A : d ‘/
improvement of the effectiveness of the quality management system can be made? r A kN i :_ __:

= 5

48 Does lhis include dala generated as & resull of moniloring and measurement and from other : 1' |
jelevan! sources? e o Ry S S

48 Doesthe analysisbf data provide information relating 1o :

a) customer satisfaction (see 8.2.1)7 R o N T MR

. t
b)  conformity to produc! requirements (see 7.2. 1)7 T j g y
. il L fi
c) characlensh@ and Lrends of processes and pvoducls including opportunities for preventive : r\/
action? and ' : : :
. S t
d) organizations? s E(Dplier:) t ] P
-
[3)Give ples and check how the organization m the effectiveness. ]

DL IS

Objective evidence assessed / Observations / Comments

i '71?? 219¢ 7921

o ,;i: ?,M fm()o%u (0440 530)

@{Z ’Nbb uSc,ae

S: Satisfaciory- CAR: Ccrracriv; aclion required — MA : Major corractive action — mi : Minor corrective action
N /A : Not epplicable - N/E: Not evalusted - P: Product - M : Menagement

>

b
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QUALITY SYSTEM QUESTIONNAIRE

- KEY S CAR N/A | NIE
ASSESSMENT QUESTIONS akEY N
Ma or mi
8  Measurement, analysis and improvement (continued)
8.5. Improvement : *
8.5.1. Continual improvement
50 Does the organization continually improve the effectiveness of the quality management system | | L
- through the use of the quality policy, quality objectives, audit jesults, analysis of data, corctive 5
* and preventive aclions and management review? M ﬁ‘, _____ ﬂ_ o R T
8.5.2. Correclive action e e PR ..
=
51 Doés the organizalion lake action 1o eliminate the cause of nonconformities in order to prevent . !y
N L
. recurrence? | § [ o
- - L = e
52 Are Corrective actions appropriate {0 the effects of the nonconformities encountered? . i 5 i |
§3 s a2 documnented procedure established to define réquirements for : 1)
4 a} feviewing nonconformilies (inciuding customer complaints)? it Tt )28 S TTY T
fl
b) delennining the causes of nonconformities? t
1
) evaluating the need for action to ensure that nonconformities do not recur? ! [ :
d) determin%ng and implementing action needed? ‘ b : ! 1
e) recording of the resulls of the action taken (see 4.2.4)7 . A [ :
R )
) reviewing coweclive action takep? (e S AU S
. . [ Sl el iy = - o= = 1
g) flow down of the corrective action requirement to a suppliar, when it is determined that ' ; |:
the supplier is responsible for the reot cause? and | I T T L .'L 2
_____ 2= TR s T e
h} specific actions where timely and/or effective corrective actions are not achieved? N D AN _: _
8.5.3. Preventive action ) .
54 Does the organization determine action to eliminate the causes of potential nonconformities in M: ¢ k b
order to prevent their occurrence? ! 5 . N
55 Are preventive aclions appropriate to the effects of the polential problems? k 3‘
2) y

56 is 8 documented procedure established to define requirements for :

a) de?ennining potential nonconformities and lheir causes?

b) e\}aluating the need for action to prevent occurrence of nonconformities?
c) determining and implementing action needed?

d) recording of the resulls of the action taken (see 4.2.4)? and

e) reviewing preventive action taken?

1
2)

Give examples and check how the organization measures the e'fecbveness )
Give examples and check lhe effectiveness. .

H
il

1
t
t
1
i
t
l
1
1

¥
1
1
t
t
1

Objective evidence assessed / Observatlons / Comments

g.5.

"I

150) G St sl pated of Hipd i 571 s

Chus< [oa

RCAR 197 196 - Clneg
- G5 - V4¢ |
ASEc-DR 7250

5.3 -k }{YJ— Plar €eLSS~ €02 -00lA 3[27[0s

Lk a2 - “9)‘1“1 et - G"“‘}(M) Lsa¢ Green)

N /A : Not applicable - N/E: Not evalualed - P: Produc! - M : Management

KYEC 155 &«7 gt 5[ss[83

""""""""" Jt Wk = W
8 : Satisfactory - CAR . Corrective action required £ MA : Major corrective aclion— mi : Minor corrective action
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